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A  New  Vision  For  Integrated  Breast  Care 
Year  4/5 


Introduction 

In  year  four  and  its  subsequent  no-cost  extension,  which  for  the  purpose  of  clarity  we  will  call 
year  5,  the  work  of  this  grant  has  been  essentially  completed.  However,  the  foundation  which  we 
able  to  lay  through  this  center  grant  will  expand  into  a  continuingly  growing  structure,  and  the 
programs  which  were  started  here  will  be  branched  out,  assuming  that  continuing  funding  can  be 
procured. 

As  in  the  past,  we  have  organized  the  body  of  the  report  by  presenting  separate  progress  reports 
from  each  core.  Some  highlights  include: 

Both  aims  of  Project  One  has  been  fully  and  satisfactorily  completed,  and  two  manuscripts  have 
been  published  to  describe  the  results. 

Project  2  has  resulted  in  numerous  manuscripts,  abstracts  and  presentations.  The  most  important 
achievement  may  be  the  fact  that  the  research  has  formed  the  foundation  of  a  new  clinical 
program  that  is  now  being  offered  to  women  with  breast  cancer. 

Project  3  also  will  go  on  to  continue  as  a  new  program  of  the  Breast  Care  Center.  Our  research 
under  the  DOD  grant  has  been  foundational  in  establishing  the  criteria  to  develop  a  continuous 
risk  model  for  patients  with  early  stage  breast  cancer.  While  the  unexpected  difficulties  facing  us 
delayed  the  practical  application  of  the  research  gained  to  date,  we  now  have  the  tools  to 
accomplish  this  goal  in  the  near  future. 

Project  4  also  has  been  developed  into  an  ongoing  program  at  the  Breast  Care  Center  and  has 
garnered  high  marks  from  our  patients.  The  Program  for  Collaborative  Care,  as  it  is  now  called, 
is  run  by  a  full-time  staff  member  and  offers  Consultation  Planning  and  Consultation  Recording 
to  all  patients  with  a  new  diagnosis  of  breast  cancer  to  help  them  with  their  treatment  decisions. 

Similarly,  our  Pilot  Project  A  will  now  continue  under  separate  funding  in  the  form  of  a  number 
of  programs  which  have  extended  the  goals  of  the  original  project. 

Beyond  its  tasks  of  fulfilling  the  administrative  needs  of  the  grant,  our  Administrative  Core  has 
continued  to  publish  the  Breast  Care  Center  newsletter  to  great  acclaim  (see  appendix).  Owing 
to  its  popularity,  we  will  strive  to  continue  publishing  it  and  are  in  the  process  of  seeking  funding 
for  this  purpose. 

The  CQI  Core  has  continued  to  define  outcome  measures  that  resulted  in  improved  effectiveness 
and  efficiency,  especially  in  terms  of  data  collection.  Based  on  the  work  that  was  done  in  years 
1-3  and  decisions  reached  through  a  series  of  retreats,  a  structure  was  formulated  that  is 
described  in  greater  detail  in  this  report  and  the  appendix.. 
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The  Informatics  Core  has  developed  a  comprehensive  clinical  database  (BCCDB)  of  over  2900 
patients.  As  we  describe  in  this  report,  this  database  provides  a  rich  source  of  demographic  and 
clinical  information  that  is  useful  for  both  patient  care  and  outcomes  research. 

Finally,  the  Education  Core  has  built  educational  materials  for  the  diverse  needs  of  the  BCC 
patients.  These  materials  have  been  the  foundation  of  patient  education  for  the  past  five  years, 
and  will  continue  to  meet  the  needs  of  our  patients  beyond  the  funding  of  the  grant.  The  design 
of  these  materials  allows  for  individualizing  written  materials  and  the  timing  of  their  receipt 
appropriate  to  the  treatment  plan. 

In  the  following  pages  and  the  extensive  appendix,  you  will  find  all  the  details  and  many 
practical  examples  of  the  results  of  our  work. 
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Administrative  and 

Continuous  Quality  Improvement  (CQI)  Cores 


Introduction/Administrative  Core 

The  Administrative  and  CQI  Cores  continue  to  be  closely  integrated.  The  work  of  the 
Administrative  Core  directly  supports  the  outcomes  targeted  by  the  CQI  Core.  During  the  grant 
period  of  years  4/5,  the  work  of  the  Administrative  Core  included: 

administration  of  all  subcontracts  and  consultation  agreements 

a  close  working  relationship  with  the  UCSF  Contracts  &  Grants  office  to  ensure  compliance 
with  all  rules  and  regulations 

-  organization  of  the  monthly  PI  meetings  and  the  quarterly  meetings  of  all  the  grant 
participants,  as  well  as  participation  in  the  CQI  packaging  subgroup 
administrative  supervision  of  staff  and  facilities  at  the  off-campus  research  offices  at  2299 
Post. 

Special  focus  was  given  to  the  publication  of  the  UCSF  Breast  Care  Center  Newsletter,  which  is 
now  published  tri-annually.  The  latest  issue  is  attached  as  an  appendix.  This  newsletter,  which 
was  funded  by  the  DOD  grant  until  the  end  of  year  4,  has  become  an  acclaimed  tool  for  patient 
contact  and  information.  Pending  further  funding,  the  intent  is  to  widen  both  publication  and 
publish  the  newsletter  quarterly  to  be  able  to  disseminate  more  up  to  date  medical  information 
among  our  patient  population. 


Continuous  Quality  Improvement  (CQI)  Core 

During  years  4/5,  the  Continuous  Quality  Improvement  Core  continued  to  define  outcome 
measures  that  resulted  in  improved  effectiveness  and  efficiency,  especially  in  terms  of  data 
collection.  Based  on  the  work  that  was  done  years  1-3  and  decisions  reached  through  a  series  of 
retreats,  a  structure  was  formulated  that  is  outline  in  the  following  pages. 


Goals  for  year  4 

•  Establish  goals  of  therapy  and  analysis  of  outcomes  for  each  of  the  6  program  modules. 

•  Identify  intended  versus  unintended  variations  in  patterns  of  care,  with  a  focus  on  metastatic 
breast  cancer  treatment. 


•  Work  with  Informatics  Core  to  make  sure  data  collected  and  analysis  will  support  tasks  1  &  2. 
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•  Physician  focus  groups  will  be  conducted  in  order  to  continue  the  work  which  analyzes 
quality  standards  through  the  eyes  of  the  various  stakeholders.  Patient  focus  groups  will 
continue,  as  well. 

•  The  template  derived  from  bringing  up  the  Same  Day  Assessment  Program  will  be  applied  to 
the  next  set  of  new  programs: 

-  High  Risk  Clinic 

-  New  Patient  Program  for  Oncology 

•  The  costing  model  begun  in  Year  3  for  the  Same  Day  Assessment  Program  will  be  completed 
and  applied  to  the  other  programs. 

•  As  the  clinical  database  work  is  defined  and  completed  by  the  Informatics  Core,  the  CQI  core 
will  provide  necessary  data,  assist  in  the  process  mapping  activities,  review  the  deliverables 
and  make  recommendations,  and  generally  serve  as  a  liaison  between  Management  Science 
Associates(MS  A)  and  the  BCC  to  ensure  that  continuous  quality  improvement  techniques  are 
utilized. 

•  Measure  BCC  physician  satisfaction  again,  following  interventions. 

•  Develop  data  collection  methods  for  tracking  specimen  pathology  in  conjunction  with  MSA. 

•  Monitor  CQI  tracking  log,  enabling  all  staff  to  utilize  the  information  on-line. 

•  Implement  selected  measures  and  continue  collection  of  data  already  in  progress  for  the  report 
card  in  order  to  ultimately  present  a  data  set  that  will  describe  the  elements  of  the  packaging 
recommendations . 

•  Publication  and  Presentation  Plan  for  Year  4 

•  Clearly  delineated  patient  disease  states  and  related  services  with  goals  of  care  and  required 
data  analysis. 

•  Costs  of  care  associated  with  disease  states  by  visit  type  and  stage. 

•  Issues  involved  in  working  with  and  incentives  for  private  sector  companies  in  the  clinical 
trial  arena. 

•  Business  process  reengineering  issues  faced  in  implementing  a  clinical  trials  database. 
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Patient  Focused  Care 
Service  Modules 


Figure  1 :  States  and  Stages  of  Care 

Every  patient  who  comes  to  the  UCSF  Carole  Franc  Buck  Breast  Care  Center  comes  in  to  one  of 
our  programs,  depending  on  their  “disease  state.”  Figure  1  summarizes  the  states  and  stages  of 
care.  Based  on  a  patient’s  state,  we  have  organized  resources  in  the  areas  of  education, 
psychosocial  support,  and  decision  support.  Every  patient  will  make  choices  that  depend  on  their 
assessed  risk  and  available  clinical  trials.  We  also  need  to  understand  the  outcome  of  our 
interventions  and  evaluations  and  the  resources  expended  to  achieve  a  given  result,  and  input 
from  our  patients  on  the  quality  of  our  services.  Our  goal  is  to  set  up  a  model  to  continuously 
improve  what  we  do. 


For  each  of  the  disease  states,  we  have  worked  with  our  team  to  develop  quality  measures  and 
define  opportunities  to  coordinate  patient  services  and  care  as  shown  in  figure  1 .  Pulling  all  of 
the  necessary  services  together  to  deliver  a  diagnosis  or  treatment  plan  in  a  single  visit  is  not 
feasible  unless  there  is  sufficient  volume  to  support  the  process.  Once  there  is  volume  of  patients, 
the  specialties  can  be  brought  together  with  the  express  purpose  of  delivering  the  best  service  in 
the  most  caring  and  humane  environment,  while  finding  new  ways  to  improve  the  technical 
process.  The  opportunity  to  consolidate  services  around  patient  needs  has  led  us  to  develop 


several  programs  designed  to  meet  our  patients’  goals  as  well  as  our  program  goals  of  finding 
new  and  better  ways  to  treat  and  prevent  breast  cancer. 

Quality  and  Outcome  Measures 

In  order  to  truly  set  up  a  systematic  quality  improvement  program,  it  is  essential  to  embark  on 
the  process  of  defining  goals  of  care,  outcomes  of  importance,  the  process  of  care,  and  quality 
measures  for  those  processes.  In  order  to  assess  our  performance,  we  have  to  define  ways  to 
periodically  review  performance.  However,  there  will  also  be  information  that  should  inform  our 
decision  making  and  will  best  be  available  at  the  point  of  care.  Our  process  for  evaluating  our 
performance  starts  as  shown  in  figure  2. 

Figure  2;  Quality  Evaluation  Process 
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Ensuring  Consistency  of  Service  and  Quality  for  All  Patients  Regardless  of  Provider 

Traditionally,  the  practice  of  medicine  proceeds  without  communication  among  individual 
practitioners,  even  if  they  are  members  of  the  same  practice.  Often,  each  practitioner  might  offer 
clinical  trials  in  which  they  are  involved  (in  an  academic  setting),  and,  if  they  collect  data,  it  is 
usually  what  they  individually  might  feel  is  important.  Internal  competition  among  providers  is 
common.  A  particular  patient’s  access  to  clinical  trials  depends  upon  which  practitioner  they 
see.  When  a  patient  sees  several  practitioners,  even  in  the  same  group,  they  are  often  given  very 
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different  projections  of  outcome  and  benefit,  and  practitioners  are  often  not  aware  of  the  range  of 
outcomes  that  are  presented. 

In  contrast,  the  creation  of  a  program  results  in  a  comprehensive,  integrated  approach  to  breast 
cancer  diagnosis  and  treatment  with  consistency  among  providers.  This  means  that  practitioners 
must  meet  to  agree  on  the  portfolio  of  clinical  trials  in  which  the  clinic  will  participate,  as  well  as 
the  data  to  be  collected  and  the  key  quality  indicators  to  be  analyzed.  Considerable  effort  and 
investment  in  group  learning  is  required.  Consensus  is  required  around  possible  outcomes 
without  therapy  and  associated  risks  and  benefits  with  therapy,  based  on  evidence  from  the 
literature,  so  that  any  patient  who  comes  through  the  program  will  receive  similar  information 
and  be  given  similar  choices,  regardless  of  provider  (1997;  Hensley,  Schuchter  et  al.  1999; 

Smith,  Davidson  et  al.  1999;  Hillner,  Ingle  et  al.  2000;  Recht,  Edge  et  al.  2001).  As  a  result,  all 
providers  succeed  as  the  clinic  succeeds  and  patients  are  provided  access  to  all  clinical  trials  and 
clinic  services  regardless  of  specialist  seen. 

Group  Consensus 

For  every  disease  state,  practitioners  and  patients  felt  we  needed: 

•  The  most  up-to-date  information,  designed  to  support  decision  making  guidelines 

Meta-analyses 

Aggregate  data  on  practice  patterns 
Decision  models 

•  Systems  for  data  collection  to  drive: 

Improvement  in  the  process  of  care 
Improvement  in  understanding  of  cancer  progression 
Improvement  in  quality  of  life 
Improvement  in  survival  after  breast  cancer 

•  Clinical  Trials 

National  trials 
Investigator-initiated  trials 

•  A  Better  Understanding  of  Strategies  and  Resources  to  Treat  Cancer  in  context  of  other  life 
issues  (social,  medical) 

Patient  Education 

At  the  core  of  our  educational  services  for  patients  is  the  principle  that  patients'  educational 
needs  and  learning  styles  are  diverse  and  that  the  needs  change  over  the  continuum  of  care. 
Within  the  UCSF  Cancer  Center,  there  is  a  strong  collaborative  relationship  between  the  Cancer 
Resource  Center  (CRC)  and  the  Carol  Franc  Buck  Breast  Care  Center(CFBBCC).  All  BCC 
patients  receive  a  brochure  and  are  encouraged  to  visit  the  CRC,  which  is  a  library  and 
community  resource  information  and  referral  resource.  A  three-ring  binder  with  individualized 
content  is  given  to  the  patient  either  by  the  physician  at  the  time  of  diagnosis  or  by  the  nurse  in 
concert  with  the  preoperative  visit  or  with  the  chemotherapy  teaching  visit.  There  is  a  skeleton 
content  in  the  binders  and  the  binder  is  then  built  based  on  the  treatments  chosen.  Patients  whose 
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first  therapeutic  modality  is  surgery  have  a  ninety  minute  pre-operative  visit  with  a  nurse  in  the 
practice.  This  visit  includes  a  review  of  pre  and  postoperative  instructions  from  preoperative 
logistics  through  recovery  and  self-care.  It  also  includes  identification  of  unresolved  issues  and 
questions  about  the  diagnosis,  treatment  decision  making  and  information  about  breast  cancer.  In 
addition,  patients  are  given  information  about  relevant  clinical  trials  if  they  should  choose  to 
participate.  Patients  are  offered  both  a  one-time  evaluative  consult  with  a  clinical  psychologist 
and  participation  in  our  collaborative  care  program  for  support  in  the  treatment  decision  making 
process.  Prior  to  the  initiation  of  chemotherapy  as  a  treatment  modality,  each  patient  meets  with 
a  nurse  or  nurse  practitioner  for  a  one-hour  chemotherapy  teaching  session.  There  are  printed 
materials  that  are  added  to  the  binder  with  individualized  treatment  dependant  information. 
Individual  providers  are  educating  patients  throughout  the  course  of  their  treatment,  in  person,  by 
telephone,  by  email.  There  is  a  BCC  website  (http://breastcarecenter.ucsfmedicalcenter.org/)  that 
provides  copies  of  the  information  individualized  for  patients.  Dr.Tripathy  has  been  spearheading 
a  community  education  forum,  a  once  per  month  topical  conversation  designed  to  be  of  use  to 
breast  cancer  patients.  The  core  faculty  of  the  BCC  provide  community  education  on  a  regular 
basis.  The  plan  for  the  upcoming  year  is  to  expand  the  accessibility  of  our  patient  education  by 
collaborative  work  with  members  of  diverse  communities  to  develop  translated  and  culturally 
competent  and  sensitive  educational  materials  for  monolingual  non-English  speaking  patients. 
Our  goal  is  to  begin  with  materials  in  Spanish,  Russian  and  Chinese  as  these  are  the  most 
common  languages  spoken  by  our  patients. 

Clinical  Trials 

Developing  Trials  tailored  to  molecular  characteristics,  response,  and  stage 
Areas  of  scientific  focus  include: 

•  Prevention  and  risk  stratification  using  tools  developed  at  UCSF  such  as  phenotypic  analysis 
of  cell  cycle  dysregulation  and  telomeric  crisis  and  gene  copy  number  abnormalities  using 
array  comparative  genomic  hybridization 

•  MRI  imaging  to  define  anatomy  and  other  tumor  characteristics  such  as  vascularity  and 
response  to  therapy  on  serial  assessments 

•  Immunological  approaches,  particularly  HER2/«eM  targeting 

•  Growth  factor  receptor  (HER2/«eM,  EGER)  signal  modulation 

•  Liposomal  and  immunoliposomal  drug  delivery  systems 

•  Anti-angiogenic  and  protease  inhibitory  therapeutics 

•  Complementary  approaches  including  herbal/botanical  agents  for  symptom  management  and 
anti-cancer  indications,  and  integrated  lifestyle  interventions  following  diagnosis  and  treatment 

•  Collaborative  shared  patient-physician  decision-making 
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Point  of  Care  Paradigm  Diagram 

Patients  care  about  CURE  foremost,  but  they  also  care  about  the  CARE  they  receive,  how  it  is 
delivered,  the  value  it  has,  and  the  price  (complications,  morbidity,  indirect  cost,  and  out  of 
pocket  cost)  they  must  pay.  The  type  of  care  likely  affects  the  outcome  of  care  (Elillner,  Smith  et 
al.  2000;  Esserman  LJ  2001;  Ljung  BM  2001),  but  how  much  is  unknown.  The  point  is  to  define 
the  critical  outcomes  and  processes  of  care,  to  establish  quality  measures,  and  benchmarks,  and  a 
dynamic  process  by  which  we  can  rapidly  learn  and  improve.  This  approach  is  distinct  from  the 
guideline  process  which  is  more  static  and  does  not  incorporate  a  mechanism  for  feedback  or 
patient  collaboration  on  decision  making.  Our  approach  focuses  on  the  point  of  care  as  the  ideal 
place  to  capture  information  and  foster  education,  learning,  change,  and  improvement.  The 
system  we  propose  also  frees  us  from  the  constraint  of  measuring  quality  and  outcomes  with 
what  is  available  in  research  and  claims  databases.  It  allows  us  to  start  first  by  defining  goals  of 
care,  quality  measures  and  targets  for  improvement.  With  that  as  a  guide,  we  can  develop 
decision  support,  data  models,  data  collection  tools,  feedback  algorithms,  process  improvement 
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protocols,  better  and  more  focused  clinical  trials,  and  mechanisms  to  integrate  translational 
research  more  quickly  into  care.  Automated  ways  of  measuring  change  will  enable  us  to  shorten 
the  learning  cycle.  The  result  will  be  the  creation  of  a  system  where  learning  and  improvement  is 
an  integral  part  of  care  delivery. 


Personnel  Changes 

Tad  Lacey,  MBA,  MPH,.  worked  with  the  CQI  Core  through  June  of  2000.  Tad  was  able  to 
assist  with  the  database  development  project  and  lead  the  faculty  through  multiple  sessions  in 
order  to  define  the  goals  and/or  targets  of  therapy  for  each  of  the  disease  states.  Cheryl  Ewing, 
MD,  Assistant  Professor  of  Surgery,  joined  the  Breast  Care  Center  faculty  in  January  of  2001 . 
Although  Dr.  Ewing  came  to  the  BCC  when  the  grant  was  in  it’s  final  stages,  her  background  in 
CQI  has  assisted  the  team  in  carrying  out  the  ongoing  CQI  effort.  Her  biosketch  is  attached  as  an 
appendix. 


Conclusion 

Identification  and  implementation  of  quality  measures  is  important  not  only  for  internal  CQI 
purposes  but  also  as  a  means  for  performance  measurement  by  various  stakeholders,  including 
patients,  health  plans,  accrediting  organizations,  and  purchasers.  As  an  important  part  of  the 
goals  for  year  4,  the  CQI  Core  attempted  to  define  and  implement  outcome  measures  for  the 
spectrum  of  breast  cancer  care  that  met  the  following  criteria: 

■  Measures  that  are  relevant  to  patient  care  and  clinically  useful. 

•  Measures  that  could  be  collected  at  the  time  of  the  patient  encounter. 

■  Measures  that  are  representative  of  important  areas  of  patient  care  for  breast  cancer,  such  as 
administrative  functioning  of  the  Breast  Care  Center,  surgical  care,  medical  evaluation  and 
treatment,  pathological  diagnosis,  access  to  clinical  trials,  and  patient  satisfaction. 

■  Measures  that  could  be  compared  to  benchmarks  as  valid  assessments  of  quality. 

■  Measures  that  could  serve  as  building  blocks  for  systems  of  performance  measurement 
sponsored  by  accrediting  organizations  (JCAHO,  NCQA),  health  plans,  employers,  and 
consumer  organizations. 

As  described  in  the  DOD  report  for  year  3,  several  measures  were  developed  and  considered  for 
implementation  for  CQI  and  reporting  purposes,  including  time  from  patient  intake  to  diagnosis, 
surgical  re-excision  rates,  use  of  adjuvant  chemotherapy  in  patients  with  metastatic  breast 
carcinoma,  cancer  to  biopsy  rates,  counseling  regarding  available  clinical  trials,  and  patient 
satisfaction  surveys.  During  year  4,  the  redesigned  clinical  assessment  tool  was  implemented  to 
improve  administrative  efficiency  and  improve  data  collection  for  targeted  measures,  such  as 
access  to  clinical  trials  (numerator  =  number  of  patients  enrolled  in  clinical  trials,  denominator  = 
number  of  patients  offered  appropriate  clinical  trials).  Despite  the  availability  of  improved  forms 
for  data  collection,  implementation  of  quality  measures  in  the  Breast  Care  Center  proved  to  be 
difficult  for  the  CQI  Core  for  a  variety  of  reasons.  Barriers  included  variation  in  practice  styles 
by  different  clinicians  resulting  in  incomplete  data  collection,  increased  time  requirements  for 
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both  patients  and  clinicians,  the  difficulty  in  designing  appropriate  measures  that  were  feasible, 
methodologically  sound  and  represented  important  aspects  of  patient  care,  the  lack  of  an 
electronic  medical  record  system  that  could  be  used  at  the  point  of  care,  incomplete  benchmark 
data  for  comparisons,  and  insufficient  administrative  and  research  personnel  for  data  collection, 
collation,  and  tracking. 

In  summary,  the  CQI  Core  achieved  many  of  the  year  4  goals  in  regard  to  improving  processes  of 
care  within  the  patient  focused  care  service  modules.  Developing  and  implementing  outcome 
measures  that  are  relevant  to  patient  care,  can  be  easily  collected  and  reported,  and  are  true 
assessments  of  quality  of  care  is  an  important,  long-term  goal  in  the  improvement  breast  cancer 
care.  Rather  than  retrospective  data  collection  by  accrediting  organizations  and  health  plans,  the 
CQI  Core  attempted  to  design  prospective  quality  measures  from  the  delivery  system  point  of 
view.  The  field  of  performance  measurement  is  in  its  infancy*,  and  further  progress  will  require 
improved  information  systems  with  decision  support,  outcome  tracking,  clinical  trial  linkages, 
and  feedback  on  performance  using  appropriate  benchmarks.  Research  should  be  directed  at 
improving  methods  for  developing  measures  that  are  clinically  useful  in  patient  care  yet  can  be 
sufficiently  flexible  to  be  adapted  for  measurement  at  other  levels,  such  as  by  health  plans. 
Medicare,  purchasers,  or  consumers.  The  experience  of  the  CQI  core  suggests  that  this  is 
feasible  in  an  integrated,  patient-focused  delivery  system  and  will  be  accelerated  by 
improvements  in  the  science  of  measurement  and  by  better  information  systems. 


*Eddy,  David  M.,  "Performance  Measurement:  Problems  and  Solutions."  Health  Affairs  1998, 
Vol.  17,  No.  4  (July-August),  pp.  7-25. 
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Informatics  Core 


Statement  of  Work 

Introduction 


The  Informatics  Core  of  the  UCSF  Breast  Care  Center  (BCC)  has  developed  a  eomprehensive  clinical 
database  (BCCDB)  of  over  2900  patients.  As  we  describe  in  this  report,  this  database  provides  a  rich 
source  of  demographic  and  clinical  information  that  is  useful  for  both  patient  care  and  outcomes  research. 

Breast  Care  Center  Database  (BCCDB):  Data  elements/data  dictionary 

A  fundamental  aspect  of  any  database  is  the  database  design,  which  encompasses  both  the  data  tables  and 
the  data  elements  (i.e.,  the  individual  data  fields).  The  BCCDB,  written  in  Mierosoft  Access  97  and  Visual 
Basic,  has  undergone  continual  refinement  over  several  years,  and  its  data  tables  can  be  represented  by  the 
following  figure: 


Demogiaphic 

PK:  MRN 

FK:  iiisit  number _ 

Patient  Health  Questionnaire 

PK:  MRN 

FK:  none _ 

Family  Cancer  History 

PK:  MRN 

FK:  relationshiio,  relation' other.  Ca  type 


Review  of  Systems 

PK:  MRN 
FK:  none 


li 


Patient  kitake 

PK:  MRN 
FK:  none 


Procedures 

PK:  MRN  ; 

FK:  date,  laterality,  location  in  breast,  procedure  coder 


Summary 

PK:  MRN 

FK:  episode  number 


SLN- Surgery 

PK:  MRN 

FK:  surgery  date,  lateralit 


SLN- Surgery^  Nodes 

PK:  MRN 

FK:  surgery  date,  node  ID 


SLN- Radiology 

PK:  MRN 

FK:  injection  date,  injection  start  time 


SLN- Pathology 

PK:  MRN 
FK:  surgery  date 


Staging 
PK:  MRN 

FK:  episode  number,  staging  type 


Follow-up 

PK:  MRN 

FK:  date  of  follow  up  visit,  episode  number 


Recurrence 

PK:  MRN 

FK:  date  of  recurrence,  episode  number 


Chemotherapy 

PK:  MRN 

FK:  chemo  agent,  start  date _ 

Hormone  Therapy 

PK:  MRN 

FK:  hormone  agent,  start  date 

Other  Therapy 

PK:  MRN 

FK:  other  therapy  agent,  start  date 

Radiation  Therapy 

PK:  MRN 

FK'  radiation  site,  start  date 


Serum  Samples 

PK:  MRN 

FK:  date  of  collection 


High  Risk 

PK:  MRN 

FK:  date  of  service 


SLN-  Pathology^  Specimens 

PK:  MRN 

FK:  surgery  date,  node  ID 


High  Risk  Follow-up  &  Recomm. 

PK:  MRN 

FK:  date  of  service 


Death 

PK:  MRN 
FK:  none 


In  the  figure,  each  rectangle  represents  a  data  table.  The  “PK”  is  the  primary  key,  or  main  data  element  that 
is  used  to  identify  each  entry  in  the  table  uniquely.  The  “FK”  is  the  foreign  key,  which  is  used  to  link  the 
data  in  one  table  to  the  data  in  another  data  table.  This  design,  which  is  fundamental  to  a  relational 
database,  allows  for  database  integrity  of  the  BCCDB,  in  which,  for  example,  multiple  entries  for  the  same 
patient  cannot  be  inadvertently  created. 


The  database  chart  also  shows  data  tables  for  SLN  (Sentinel  Lymph  Node)  and  High  Risk  data.  These 
tables  represent  another  important  accomplishment  of  the  Informatics  Core.  Specifically,  two  specialized 
databases  were  created  by  the  Core  to  serve  the  highly  specialized  needs  of  two  groups  of  BCC  patients: 
patients  who  underwent  sentinel  lymph  node  testing,  and  patients  who  met  the  criteria  for  high  risk  of 
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breast  cancer.  Initially  created  as  standalone  databases,  they  have  now  been  merged  into  the  primary 
BCCDB. 


Data  Acquisition 

The  Informatics  Core  has  been  very  successful  in  developing  data  entry  forms  and  online  data  screens  to 
populate  the  BCCDB.  As  a  result,  we  now  have  the  following  number  of  patient  records  in  the  BCCDB: 


DATA  TABLE  NAME  #  OF 

ENTRIES 

patient  inquiries  956 

patient  intake  2930 

clinic  intakes  only  840 

demographic  1062 

patient  health  questionnaire  876 

review  of  systems  593 

family  cancer  history  656 

procedures  411 

chemo  107 

hormone  155 

radiation  134 

other  therapy  8 

staging  325 

follow-up  2111 

recurrence  56 

summary  331 


The  data  table  names  correspond  to  the  database  design  figure  above.  As  can  been  seen,  the  BCC  clinic 
staff  have  entered  initial  patient  intake  information  on  over  2900  women.  Of  these,  over  800  have  had 
additional  detailed  information  such  as  a  complete  patient  health  questionnaire  entered  into  the  BCCDB. 
Follow-up  on  over  2000  patients  has  been  recorded  in  the  BCCDB.  Additionally,  as  part  of  a  new  clinical 
feature  of  the  BCCDB,  a  summary  record  has  been  created  for  over  300  patients,  and  this  information  is 
provided  in  a  report  to  the  BCC  physicians  when  they  are  seeing  the  patient.  This  powerful  feature  of  the 
BCCDB  allows  clinicians  to  have  up-to-date  information  in  an  easy-to-read,  summary  format  for  the 
patients  they  are  treating.  An  example  of  a  patient  summary  report  is  provided  below. 


Patient  Outcomes 


As  described  above,  the  BCCDB  contains  follow-up  information  on  over  2000  patients.  The  database  also 
contains  details  of  procedures  performed  on  over  400  patients,  as  well  as  selected  treatment  information. 

Because  the  BCCDB  is  a  relational  database  written  in  Access  97,  all  of  its  data  elements  can  be  queried 
and  reported  on  easily.  Thus,  for  example,  demographics  data  can  be  combined  with  staging,  treatment, 
and  follow-up  data  to  produce  an  age-  and  stage-based  report  of  treatment  results. 


Conclusion 


The  BCCDB  is  a  rich  data  source  for  clinical  care  and  outcomes  research  at  the  UCSF  Breast  Care  Center. 
Detailed  descriptions  of  BCCDB  reports  and  database  forms,  tables,  and  elements  can  be  found  in  the 
Appendix. 
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Education  Core 


Summary 

Year  4/5  of  the  grant  enabled  the  Education  Core  to  complete  on-going  projects  and  implement 
systems  to  continue  our  programs  beyond  the  funding  of  the  grant.  Assuring  the  sustainability  of 
our  educational  programs  was  a  priority  in  this  final  year.  We  focused  on  systematizing  our 
programs  and  materials,  so  that  regardless  of  changes  in  personnel,  hospital  structure,  or  clinic 
location,  the  work  completed  with  this  grant  funding  will  continue  to  serve  all  of  the  patients  of 
the  UCSF  Carol  Franc  Buck  Breast  Care  Center  (BCC)  for  years  to  come. 


Breast  Cancer  Educational  Materials  (see  appendix) 

(Please  note:  The  3-ring  binders  themselves  are  not  included.  We  have  included  examples  from 
each  topic,  not  the  entire  content,  to  avoid  excess  weight  and  volume.  Full  binders  are  available 
on  request.) 

The  members  of  the  Education  Core  built  educational  materials  for  the  diverse  needs  of  the  BCC 
patients.  These  materials  have  been  the  foundation  of  patient  education  for  the  past  five  years, 
and  will  continue  to  meet  the  needs  of  our  patients  beyond  the  funding  of  the  grant.  The  DOD 
grant  enabled  us  to  build  a  strong  foundation  for  patient  education  by  enabling  the  staff  to 
develop  materials  covering  the  spectrum  of  educational  needs.  The  design  of  these  materials 
allows  for  individualizing  written  materials  and  the  timing  of  their  receipt  appropriate  to  the 
treatment  plan.  We  also  reviewed  materials  and  found  ways  to  systematize  our  programs. 

Patients  who  have  surgery  as  their  first  treatment  modality  have  a  90  minute  pre-operative  visit 
with  a  nurse.  The  educational  binder,  either  given  at  diagnosis  by  the  physician  or  at  the  time  of 
the  preoperative  visit  by  the  nurse,  is  individualized  by  inserting  the  relevant  modular  pieces.  For 
patients  receiving  neoadjuvant  chemotherapy,  they  are  scheduled  for  a  60  minute  visit  with  the 
nurse  practitioner,  it  is  there  that  the  educational  binder  is  received.  Each  subsequent  therapy  is 
accompanied  by  educational  materials.  The  binder  is  supplemented  by  pamphlets,  including  the 
California  State  Guide  required  by  statute  to  be  given  to  all  patients  undergoing  breast  cancer 
treatment.  We  expanded  our  access  to  patient  education  by  helping  to  develop  the  BCC  website 
as  well.  Although  our  major  focus  was  to  assist  women  who  have  been  diagnosed  with  breast 
cancer,  we  also  developed  materials  to  meet  the  specific  concerns  of  women  at  high  risk  for 
breast  cancer.  In  the  future,  we  hope  to  expand  our  educational  program  for  women  in  our 
developing  programs  for  follow  up  care  and  metastatic  breast  cancer. 

Develop 

Within  year  4/5,  we  have  produced  new  materials  on  additional  topics  related  to  breast  cancer 
diagnosis,  treatment  and  recovery.  We  developed  materials  on  breast  reconstruction  including 
decision  making  for  breast  reconstruction,  TRAM  Flap,  latissimus  dorsi  flap  and  implants,  post¬ 
operative  exercises,  radiation  therapy,  follow-up  care,  and  other  issues  related  to  breast  cancer, 
including  the  impact  of  breast  cancer  on  sexuality,  menopause,  and  osteoporosis. 
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Review  and  Revise 

A  large  part  of  the  development  process  in  year  4/5  was  to  review  and  revise  existing  materials 
developed  in  previous  years  and  to  incorporate  the  final  printed  versions  into  clinical  use.  Our 
multi-disciplinary  team  of  surgeons,  medical  oncologists,  radiation  oncologists,  radiologists, 
pathologists,  advanced  practice  nurses,  and  clinic  administration  reviewed  our  materials.  The 
process  of  completing  this  collaborative  review  resulted  in  standardizing  clinical  education. 

Systematize 

The  final  step  in  the  process  of  systematizing  was  to  restructure  our  existing  patient  education 
folders  into  a  modular  binder  system.  This  system  enables  us  to  personalize  patient  education 
binders  to  the  specific  needs  of  each  woman.  The  components  of  the  binder  are: 

Surgery:  includes  information  on  lumpectomy/reexision,  lumpectomy  with  axillary  lymph  node 
dissection,  sentinel  lymph  node  dissection,  mastectomy,  Jackson-Pratt  drains,  post-operative 
exercises,  post-surgical  resource  sheet,  and  breast  reconstruction. 

Chemotherapy:  includes  an  orientation  to  the  Infusion  Center,  a  chemotherapy  guideline  with 
instructions  and  tips  for  symptom  management,  anti-nausea  information,  wig/hat/scarf  resources, 
and  specific  drug  information  sheets 

Radiation  Therapy:  includes  an  introduction  to  radiation  therapy  at  UCSF  as  well  as  a  skin  care 
information  sheet 

Hormonal  Therapy:  includes  an  introduction  to  hormonal  therapy  and  specific  drug  information 
sheets 

Emotional  Support/  Resources:  includes  information  on  supportive  care  and  educational  services 
at  the  BCC  and  the  Ida  and  Joseph  Friend  Cancer  Resource  Center,  collaborative  care,  and  a  list 
of  breast  cancer  related  websites 

Follow-up  Care:  includes  an  introduction  to  the  Follow-Up  Program,  a  summary  of  our  follow¬ 
up  care  practices  based  on  the  American  Society  of  Clinical  Oncology  (ASCO)  follow-up 
guidelines,  and  finally  a  copy  of  the  ASCO  guidelines 

Healthy  Lifestyle:  includes  information  on  self-care,  nutrition,  hydration,  exercise,  meditation, 
guided  imagery,  and  sexuality 

Clinical  Trials:  includes  an  introduction  to  our  clinical  trials  program,  letters  from  our  patient 
advocacy  core,  and  a  current  list  of  open  clinical  trials  at  the  BCC 

Complementary  and  Alternative  Medicine:  includes  an  introduction  to  program,  a  current  list  of 
open  CAM  trials  at  the  BCC,  and  information  on  traditional  Chinese  medicine  as  a  holistic 
treatment  for  breast  cancer 

Other  Topics:  includes  information  on  lymphedema,  menopause,  osteoporosis,  and  any  other 
topic  that  needs  to  be  added 
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Each  woman  will  only  receive  the  information  that  is  relevant  to  her  clinieal  situation.  As  she 
progresses  through  her  care  at  the  BCC,  the  providers  will  add  the  information  needed.  For 
example,  only  when  a  woman  is  finished  with  all  of  her  treatments  and  is  begirming  her  long¬ 
term  follow-up  eare  will  she  receive  the  Follow-Up  module  of  the  binder. 

In  addition  to  the  above  materials  that  we  have  developed,  the  pockets  of  every  binder  will 
include: 

“A  Woman’s  Guide  to  Breast  Cancer  Diagnosis  and  Treatment”  developed  by  the  California 
Department  of  Health  Services  and  mandated  by  law 
NCCN/ACS  “Breast  Cancer  Treatment  Guidelines  for  Patients” 

National  Cancer  Institute’s  “Taking  Part  in  Clinical  Trials:  What  Cancer  Patients  Need  to  Know” 
“Don’t  Fear  It,  Fight  It”  brochure  on  clinical  trials  developed  by  the  BCC 
BCC  newsletter 

Friend  to  Friend  brochure — Friend  to  Friend  is  the  UCSF  Cancer  Center  boutique 

“UCSF  Clinical  Cancer  Center  Supportive  Care  Guide”  developed  by  the  Ida  and  Joseph  Friend 

Cancer  Resource  Center 

High  Risk  Program 

We  also  developed  a  binder  of  information  for  the  newly  developed  UCSF  High  Risk  Program. 
The  information  in  this  binder  includes: 

■  Introduetion  to  the  UCSF  High  Risk  Program 

■  NCI’s  Overview  of  breast  cancer  prevention 

■  Lifestyle:  which  includes  information  on  self  care,  nutrition,  hydration,  meditation,  and 
guided  imagery 

•  Clinical  Trials: 

■  National  Cancer  Institute’s  “Taking  Part  in  Clinical  Trials:  Cancer  Prevention  Studies  What 
Participants  Need  to  Know” 

■  Overview  of  National  Cancer  Institute  supported  breast  cancer  prevention  trials 

•  NCI’s  Questions  and  Answers  about  Hormone  Replacement  Therapy 

■  NCI’s  Questions  and  Answers  about  Tamoxifen 

■  NCI’s  Preventative  Mastectomy 

■  Information  on  the  UCSF  Cancer  Risk  Program 

■  Breast  self-exam  brochure 

■  Nutrition  and  Cancer  Prevention  information 

Translation 

We  have  not  completed  our  translation  of  the  educational  binder  into  our  three  target  languages: 
Russian,  Spanish  and  Chinese.  We  are  in  the  process  of  developing  a  collaborative  relationship 
with  the  Breast  Clinic  at  San  Francisco  General  Hospital  (the  county  hospital),  a  major 
component  of  whieh  is  to  develop  educational  materials  that  are  culturally  competent  and 
available  in  a  range  of  languages  to  meet  our  populations’  needs.  It  became  clear,  in  the  proeess 
of  preparing  information  to  translate,  that  it  would  be  shallow  and  not  meet  patients’  needs  to 
merely  translate  the  English  to  other  languages.  The  work  of  making  our  educational  materials 
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culturally  and  linguistically  relevant  is  not  done  and  remains  a  major  unmet  goal  for  the  future. 
At  this  time,  paid,  professional  translators  are  available  for  the  above  diseussed  educational 
sessions  and  we  use  the  very  few  translated  materials  that  we  have. 

Website  (see  appendix) 

A  major  project  within  the  year  4/5  of  the  Education  Core  was  to  assist  in  the  development  and 
production  of  the  new  BCC  website.  Education  Core  staff  helped  design  the  structure  of  the  site 
in  order  to  insure  easy  assess  to  information.  The  site  is  live  and  the  address  is: 
www.ucsfbreastcarecenter.org 

The  site  is  an  important  addition  to  our  patient  education  resources,  because  a  significant  subset 
of  our  population  relies  on  the  Internet  for  information.  The  Education  Core  and  BCC  staff 
recognize  the  role  the  Internet  plays  in  patient  education  and  health  research,  therefore,  we  have 
made  our  materials  available  via  the  web.  Our  site  is  also  an  excellent  resource  for  the 
community  at  large,  as  women  with  breast  cancer,  family  members,  friends,  and  members  of  the 
local,  national,  and  international  breast  cancer  community  are  now  benefiting  from  our  materials. 

Advocates 

The  Education  Core  met  regularly  with  the  BCC  Advocacy  Core.  This  group  of  fifteen  patients 
has  been  influential  in  reviewing  our  educational  materials  and  programs.  They  serve  as  a 
patient  advisory  committee  for  the  BCC  and  are  helping  to  increase  community  outreach 
specifically  around  the  issue  of  clinical  trials.  They  have  written  a  letter  describing  clinical  trials 
from  a  patient’s  perspective,  and  this  is  included  in  the  patient  education  binder.  They  have  also 
written  two  separate  letters  describing  specific  trials  and  the  importance  of  participating  in  them. 
The  advocates  will  continue  to  be  consulted  on  educational  projects  and  will  maintain  an  active 
role  in  the  BCC  as  they  offer  an  important  perspective. 

Outcomes  Measures  (See  appendix  for  evaluation  tool) 

We  have  obtained  results  from  the  appended  evaluation  tool  for  40  patients  in  year  4/5.  We  are 
continuing  to  use  the  evaluation  tool  in  an  ongoing  way  to  evaluate  the  efficacy  of  the 
educational  intervention.  We  recognize  that  this  evaluation  tool  does  not  directly  measure  patient 
learning,  but  measures  patient  satisfaction  and  perception  of  learning  from  the  educational 
session  with  the  advanced  practice  nurse  and  the  educational  binder. 

Summary  results  have  been  added  to  appended  evaluation  form,  but  in  summary,  the  majority  of 
the  patients  who  returned  surveys  rated  the  information  received  as  very  good  or  excellent,  as 
geared  to  appropriate  level  of  complexity  of  information,  and  had  a  positive  experience  of  the 
nursing  visit  intervention.  Important  comments  included  a  request  for  more  language  specific 
information,  more  time  with  the  nurse  to  ask  questions  and  some  expression  of  overwhelm  at  the 
amount  of  information.  The  bulk  of  the  feedback  was  positive. 

Continuity  of  Care 

Over  the  course  of  the  last  two  years,  UCSF  and  Stanford  have  implemented  a  process  of 
undoing  their  institutional  merger.  The  inpatient  facilities  of  the  Mount  Zion(MZ)  site,  after  a 
time  of  being  closed,  have  reopened  with  a  new  post  surgical  unit  for  breast  surgery  patients, 
excluding  those  who  require  intensive  care  unit  level  care.  These  institutional  changes  and 
challenges  have  complicated  designs  for  continuity  of  care.  However,  with  the  advent  of  the 
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newly  opened  post  surgery  unit,  continuity  of  care,  including  education  of  nursing  and  resident 
staffs,  has  improved  greatly.  Standardized  post  operative  orders  (appendix  )  were  written 
collaboratively  to  both  guide  practice  and  make  appropriate  clinical  interventions  with  patients 
more  available  in  a  timely  way. 

Professional  Literature  Bank 

We  have  revised  the  system  to  build  our  professional  literature  bank.  In  previous  years  of  the 
grant,  we  built  a  literature  bank  with  hard  copies  of  the  articles.  We  found  that  it  was  not  useful 
to  providers,  as  it  was  cumbersome  and  difficult  to  maintain.  We  then  moved  to  an  online 
literature  bank,  which  we  built  from  weekly  searches  done  by  the  staff  of  the  UCSF/Mount  Zion 
library.  However,  the  number  of  articles  we  were  receiving  from  these  searches  was 
overwhelming—  over  one  hundred  articles  per  week  on  breast  cancer.  It  was  too  difficult  and 
time  consuming  to  review  these  articles,  choose  which  ones  were  the  most  pertinent,  and  then  to 
put  the  results  of  the  search  into  an  Endnote  file.  This  year,  we  are  revising  the  search  to  only 
include  certain  journals,  review  articles,  and  meta-analyses.  The  format  of  the  file  has  also 
changed,  and  can  be  sent  in  an  Endnote-ready  form.  Providers  who  request  to  be  included  in  the 
list  can  receive  the  searches  directly  from  the  library.  Our  original  intent,  to  have  the  core  staff  of 
the  Breast  Care  Center  manage  and  review  all  of  the  incoming  literature  has  been  unsuccessful.  It 
is  simply  too  time  consuming  and  was  underutilized.  We  have  maintained  access  to  the  library 
generated  searches  and  we  continually  are  working  to  update  core  literature  for  students  at  all 
levels.  As  we  now  have  a  surgery  fellow  in  our  practice,  the  members  of  the  education  core  will 
work  collaboratively  with  the  surgery  fellow  to  update  our  core  literature  available  to  students. 

The  Ida  and  Joseph  Friend  Cancer  Resource  Center(CRC) 

The  Education  Core  staff  works  closely  with  the  Resource  Center  staff  to  promote  patient 
education  and  to  provide  the  resources  to  support  patients  through  the  process  of  diagnosis, 
treatment  and  recovery.  Services  include  books,  videotapes,  audiotapes,  newsletters,  information 
searches  for  patients  and  family  members  using  Medline,  the  Internet,  and  other  healthcare 
resources.  The  CRC  also  offers  support  groups  and  other  programs  like  yoga,  dance,  and  diverse 
educational  seminars.  The  center  is  open  Monday-Friday  from  8:30am-5:00pm,  is  open  to  the 
public,  and  all  programs  and  services  are  free  of  charge.  There  were  between  180  and  223  patient 
visits  per  month  to  the  CRC  in  1997;  this  has  grown  to  between  526  and  1010  patient  visits  per 
month  in  the  year  200.  Approximately,  one  third  of  the  patient  visits  are  estimated  to  be  breast 
cancer  patients.  An  Education  Core  staff  member’s  office  was  in  the  Resource  Center  to 
promote  continuity  of  care,  to  share  educational  materials  and  to  serve  as  a  liaison  between  the 
Resource  Center  and  the  BCC.  Now  that  we  no  longer  have  a  paid  staff  person  in  that  combined 
role,  the  advanced  practice  nurse  serves  on  the  Resource  Center  Advisory  Committee  and  the 
collaborative  work  has  been  sustained.  The  Resource  Center  staff  is  a  team  participant  on  the 
joint  educational  project  with  the  county  hospital. 

Peer  Support  Program  (see  appendix  for  PSP  brochure) 

The  Peer  Support  Program  developed  out  of  the  Breast  Care  Center’s  Patient  Navigator  Program. 
The  Peer  Support  Program  offers  cancer  patients  the  opportunity  to  speak  with  veteran  patients  - 
others  who  have  already  “been  there”.  It  also  offers  veteran  patients  the  opportunity  to  share  with 
others  the  knowledge  and  insight  gained  from  their  cancer  experience.  By  doing  so,  they  are 
able  to  connect  with  others  in  a  rewarding  and  constructive  way. 
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The  goals  of  the  program  are  to  match  cancer  patients  to  veteran  patients  in  order  to  provide 
individual  support,  reduce  feelings  of  isolation,  anxiety,  and  fear,  assist  in  the  development  of 
coping  skills  and  to  help  navigate  the  health  care  experience. 

The  program  is  open  to  any  cancer  patient  at  any  stage  of  the  disease,  and  at  any  point  during  the 
cancer  experience.  The  volunteers  are  patients  who  have  lived  with  cancer  and  who  want  to  help 
others.  Patients  are  matched  with  a  volunteer  according  to  what  criteria  they  consider  most 
important  -  be  it  age,  diagnosis,  treatment,  language,  gender,  ethnicity,  religion,  or  familial 
status.  Requirements  to  be  a  volunteer  include  being  at  least  one  year  past  original  diagnosis, 
and  to  go  through  an  extensive  screening  and  training  process.  The  training  process  includes  a 
four-hour  training  session  with  presentations  from  Cancer  Center  psychologists,  nurses. 
Education  Core  and  Resource  Center  staff. 

There  have  been  two  training  sessions  this  year,  one  in  the  fall  and  one  in  the  spring.  Forty-five 
volunteers  have  completed  the  training,  and  twenty-five  of  those  are  breast  cancer  volunteers. 
The  Education  Core  staff  is  responsible  for  the  outreach,  screening,  intake,  training  of  these 
volunteers  as  well  as  the  matching,  and  follow-up  of  all  these  breast  cancer  volunteers  with 
patients.  Approximately  thirty-five  breast  cancer  matches  were  made  this  year.  The  program  is 
off  to  a  very  successful  start  and  we  are  already  planning  another  training  in  September. 

Community  Outreach  and  Education 

Another  focus  during  year  4/5  was  on  community  outreach  and  education.  This  was  done  in 
different  ways,  and  to  diverse  audiences.  The  demographics,  awareness  levels  about  breast 
cancer,  and  topics  varied.  Elowever,  the  goals  of  all  of  our  outreach  efforts  were  similar:  to 
educate  both  lay  and  professional  populations  about  the  various  aspects  of  breast  cancer 
screening,  prevention,  diagnosis,  and  treatment. 

Education  Core  staff  were  involved  in  coordinating  “Town  Hall  Meetings”  in  underserved 
communities  of  San  Francisco,  including  the  Bayview  Hunters  Point  and  Sunnydale.  These  are 
largely  low-income  African-American  neighborhoods.  The  staff  worked  with  the  Department  of 
Public  Health,  Breast  Cancer  Early  Detection  Program,  American  Cancer  Society,  and  local 
community  organizations  to  plan  the  forums.  The  goal  was  to  increase  awareness  about  breast 
cancer,  educate  about  the  importance  of  screening,  and  reduce  barriers  of  access  to  quality  health 
care  among  underserved  women.  Attendance  was  between  100  and  150  people  at  all  three 
events,  largely  Afiican- American  women. 

Education  Core  staff  also  presented  educational  programs  to  various  professional  groups  and 
organizations,  including  the  Women’s  Cancer  Resource  Center,  Charlotte  Maxwell 
Complementary  Clinic,  Breast  Cancer  Early  Detection  Program,  and  various  groups  of  UCSF 
physicians  and  staff.  Topics  of  these  programs  included  general  breast  health,  breast  cancer 
screening,  improving  clinical  breast  examination  skills,  communication  and  collaboration,  and 
decision  making  after  a  breast  cancer  diagnosis.  We  also  represented  the  BCC  and  distributed 
educational  materials  at  professional  conferences  including  the  American  Association  for  Cancer 
Research. 

The  Education  Core  also  participated  in  larger  community  events  to  educate  and  raise  awareness 
about  breast  cancer.  The  San  Francisco  Race  for  the  Cure  is  an  annual  event,  with  12,148 


24 


patients,  survivors,  and  supporters  participating  this  year.  The  BCC  had  a  booth  with  educational 
materials,  information,  and  BCC  physicians  available  to  answer  questions.  Women’s  Health 
2000  is  a  conference  put  on  by  UCSF  Women’s  Health.  Over  450  women  attended  the  event, 
and  BCC  staff  gave  presentations,  taught  breast  self-exam  techniques,  and  distributed 
educational  information  at  the  BCC  booth.  Saks  Fifth  Avenue  had  a  three-day  event  to  raise 
money  for  breast  cancer,  and  we  provided  all  of  the  educational  materials,  information,  and  staff 
for  this  event  as  well.  We  also  provided  the  educational  support  for  events  at  the  U.S.  Post  Office 
honoring  the  breast  cancer  stamp,  the  Taste  for  the  Cure  (a  BCC  fundraiser),  BMW  of  San 
Francisco  and  various  health  fairs  throughout  the  year.  Finally,  Education  Core  staff  also 
coordinated  the  BCC’s  program  for  “Take  Our  Daughters  to  Work  Day.”  This  outreach  to 
twenty  young  girls,  aged  9-12,  was  a  unique  way  to  educate  them  about  health  in  general. 
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Project  1 

Evaluating  Cost  Effectiveness 
in  the  Diagnosis  of  Breast  Abnormalities 


Project  Summary 

This  program  consists  of  two  aims: 

1.  A  cross-sectional  survey  and  medical  record  review  of  women  who  have  received  an 
abnormal  mammogram  result  at  two  large  mammography  facilities  in  San  Francisco.  The 
purpose  of  this  project  is  to  examine  factors  that  are  associated  with  differences  in  the  quality  of 
care  that  women  receive  after  receiving  an  abnormal  mammogram  result. 

2.  A  review  of  consecutive  fine  needle  aspiration  specimens  of  palpable  breast  lesions  linked  to 
Cancer  Registry  Data.  The  purpose  of  this  project  is  to  examine  the  effects  of  provider  training 
and  experience  on  the  diagnostic  accuracy  of  the  specimens. 


Tasks  Completed  during  Year  4/5 
Aim  1 

This  project  is  completed.  The  data  analysis  is  completed,  and  a  manuscript  is  in  the  process  of 
being  published  (see  reportable  outcomes). 

By  task: 

Task  1  -  Recruitment: 

We  have  completed  recruitment  for  this  project.  Four  hundred  eighty-eight  women  agreed  to 
participate  and  have  completed  the  baseline  telephone  survey. 

Task  2  -  Follow-Up  Survey: 

The  follow-up  survey  has  been  completed.  Four  hundred  fourteen  women  responded  to  the 
follow-up  telephone  survey  (85%  of  eligible  women). 

Task  3  -  Development  of  Data  Entry  Database/  Task  4  -  Medical  Record  Review: 

The  development  of  the  data  entry  database  has  been  completed  and  has  been  in  use.  The 
medical  records  have  been  completed. 

Task  5  -  Data  Analysis: 

We  have  completed  data  cleaning  and  data  analysis. 

Aim  2 

This  Aim  has  been  completed.  A  manuscript  is  in  the  process  of  being  published  (see  reportable 
outcomes). 
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Key  Research  Accomplishments 


■  Completed  all  data  collection  for  this  project.  Four  hundred  eighty-eight  women  agreed  to 
participate  and  have  completed  the  baseline  telephone  survey. 

•  85%  of  these  women  completed  the  follow-up  survey. 

■  The  chart  abstraction  has  been  completed. 

■  Data  cleaning  has  been  completed 

■  Data  analysis  has  been  completed.  Two  manuscripts  have  been  published. 


Reportable  Outcomes 
Manuscripts 

■  Haas  J,  Kaplan  C,  McMillan  A,  Esserman  L.  Does  Timely  Assessment  Affect  the  Anxiety 
Associated  with  an  Abnormal  Mammogram  Result?  (Journal  Of  Women's  Health  &  Gender- 
Based  Medicine,  Vol.  10,  no.  6,  July/ Aug.  2001) 

■  Ljung  BM,  Drejet  A,  Chiampi  N,  Jeffrey  J,  Chew  K.  Diagnostic  Accuracy  of  Fine  Needle 
Aspiration  Biopsy  is  Determined  by  Physician  Training  (Cancer  Cytopathology,  Vol.  93, 
Issue  5,  25  August,  01) 


27 


Project  2 

Psychosocial  Program 

This  program  was  a  randomized  clinical  trial  comparing  the  effectiveness  of  two  psychosocial 
interventions,  a  standard  support  group  versus  an  integrated  program  incorporating 
complementary  techniques  such  as  yoga,  meditation,  imagery  and  dance  along  with  a  psycho¬ 
spiritual  support  group  (CAM  group).  Participants  are  being  randomly  assigned  to  the  groups, 
and  measures  are  gathered  at  baseline,  three  months,  six  months,  and  one  year  following  study 
entry. 

The  overall  purpose  of  this  project  was  to  compare  an  individualized  vs.  an  integrated/intensive 
support  program  for  women  with  breast  cancer.  In  Year  1  we  set  up  the  structure  for  the  project 
and  began  to  address  the  goals  for  the  project.  Years  2  through  4  continued  the  work  on  the  goals 
for  the  project,  which  are  to  directly  compare  the  two  approaches  (i.e.,  changes  in  psychological 
distress  coping,  quality  of  life,  etc.),  explore  which  women  do  better  with  which  type  of 
intervention,  and  examine  long  term  outcomes  such  as  time  to  progression,  survival,  costs, 
quality  of  life,  etc.  Our  original  idea  was  to  have  a  wait-list  control  group,  consisting  of  women 
who  would  not  receive  the  intervention  immediately,  but  would  wait  for  12  weeks.  They  would 
serve  as  the  control  group  and  would  be  followed  during  the  time  period  that  the  intervention 
group  was  conducted,  but  would  not  receive  the  intervention  until  after  that  group  was  finished. 
We  were  not  able  to  have  traditional  wait-list  control  groups,  because  of  difficulty  in  recruiting 
(see  below),  and  women’s  laek  of  interest  in  waiting  for  a  group. 

We  finished  running  the  interventions  and  collected  post,  six-month  and  one-year  data  in  Year  4- 
5  (with  the  exception  of  the  medical  data,  information  is  still  being  gathered).  In  total,  181 
women  participated  in  the  program.  Both  interventions  were  found  to  be  associated  with 
improved  quality  of  life  (CAM,  p=..008;  Standard,  p=.006),  decreased  depression  (CAM, 
p=.004;  Standard,  p=.02),  decreased  anxiety  (CAM,  p=.0003;  Standard,  p=.02)and  increased 
“spiritual  well-being”  (CAM,  p=002;  Standard,  p=.003).  At  baseline,  very  high  correlations 
were  noted  between  measures  of  quality  of  life,  mood,  and  spiritual  integration.  At  the  end  of  the 
intervention,  the  CAM  group  showed  higher  satisfaction  (p=.006)  and  fewer  dropouts 
(p=.006)compared  to  the  standard  group.  Better  outcomes  in  quality  of  life  in  the  CAM  group 
were  associated  with  lower  initial  fighting  spirit  (r=-.39,  p=.001),greater 
helplessness/hopelessness  (r=.37,  p<.01),  higher  depression  (r=.34,  p<.01),  and  lower  initial 
spiritual  integration  (r=.27,  p=.05).  While  long-term  changes  in  quality  of  life,  mood,  etc.  can  be 
examined,  it  will  not  be  possible  to  examine  changes  in  health  care  utilization,  as  this  data  was  to 
be  provided  from  another  project  in  the  overall  grant,  which  was  not  able  to  collect  the  data.  In 
addition,  medical  data  which  was  to  have  been  furnished  in  part  by  another  project  on  the  overall 
grant,  has  been  difficult  to  collect.  Efforts  are  still  being  made  to  collect  this  data. 

Some  preliminary  results  of  the  pre-post  and  six-month  data  were  presented  at  the  following 
conferences:  1)  the  Fifth  World  Congress  on  Psycho-Oncology  held  in  Melbourne,  Australia, 
Sept.  3-7,  2000;  2)  the  Pan-American  Congress  of  Psychosocial  Oncology,  in  New  York  October 
1999,  3)  the  annual  meetings  of  the  Society  of  Behavioral  Medicine,  in  Nashville,  TN  in  March 
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2000  and  in  Seattle  March  2001;  and  4)  at  the  Era  of  Hope  meeting  in  Atlanta,  GA  in  June  2000. 
A  further  talk  will  be  held  at  the  annual  meeting  of  the  American  Psychological  Association,  in 
San  Francisco,  August  2001. 

The  first  paper  from  this  project  has  been  submitted  to  the  journal  Psychosomatics.  Further 
papers  are  in  the  works.  A  second  paper  that  is  almost  ready  for  submission  looked  at  a  subset  of 
the  women,  those  who  manifested  full  or  partial  post-traumatic  stress  disorder  (PTSD)  at 
baseline.  There  were  24  women  in  the  CAM  group  (26%)  and  17  women  in  the  standard  group 
(19%)  who  met  the  criteria  for  full  or  partial  PTSD.  At  baseline,  women  with  PTSD  symptoms 
were  significantly  younger  that  women  without  PSTD  symptoms  (p<.02),  and  there  was  no 
significant  difference  in  time  since  diagnosis.  Women  with  PTSD  also  had  a  significantly  lower 
quality  of  life  (p<.0001)  including  spiritual  well-being  (p<.0001)  and  greater  emotional  distress 
(p<.0001)  at  baseline  than  the  women  who  did  not  exhibit  a  significant  amount  of  PTSD 
symptoms.  The  women  with  PTSD  also  reported  being  more  fatalistic  about  their  cancer 
(p=.007),  feeling  more  helpless/hopeless  (p<.0001),  more  anxious  (p<.0001)  and  used  both 
emotional  expression  (p<.0001)  and  affect  regulation  (p==.03)  as  a  way  to  cope  with  their  cancer. 
They  also  used  more  avoidance  coping  than  the  women  without  PTSD  (p<.0001).  Women  with 
PTSD  also  reported  significantly  more  re-experiencing,  avoidance,  and  arousal  symptoms 
(p<.0001  for  each  symptom  cluster).  Women  with  PTSD  symptoms  also  felt  less  sexually 
attractive  than  the  women  with  low  PTSD  symptoms  (t=4.75,  p<.0001),  worried  more  about  the 
effects  of  stress  on  illness  (t=-5.02,  p<.0001),  and  felt  that  the  illness  was  a  form  of  punishment 
(t=-2.27,  p=.02). 


At  the  end  of  the  intervention,  the  women  in  the  standard  group  had  more  significant  decreases  in 
distress  and  increases  in  quality  of  life  than  did  the  women  in  the  CAM  group.  Both  groups  had 
significant  decreases  in  overall  PTSD  symptoms.  Both  groups  also  had  significant  decreases  in 
avoidance.  However,  only  the  women  in  the  Standard  group  had  significant  changes  in  re¬ 
experiencing  and  arousal  symptoms.  The  number  of  women  with  PTSD  symptoms  also 
decreased  by  the  end  of  the  interventions.  Among  the  women  who  had  been  classified  as  having 
partial  or  full  PTSD  at  baseline,  there  was  a  reduction  of  94%  among  the  women  in  the  Standard 
program,  as  compared  to  a  72%  reduction  among  the  women  in  the  CAM  group.  This  difference 
was  significant  (X^=3.9,  p=.05).  The  women  in  the  Standard  group  also  had  greater  increases  in 
quality  of  life,  whereas  the  CAM  group  had  significant  increases  in  Functional  Well-Being  only 
(p<.05).  The  Standard  group  had  significant  changes  in  Emotional  Well-Being  (p<.01). 
Functional  Well-Being  (p<.01),  the  additional  items  subscale  (p<.05).  Spiritual  Well-Being, 

Faith  and  Assurance  (p<.01).  Meaning  and  Peace  (p<.05)  and  overall  quality  of  life  (FACIT  all, 
p<.01).  The  women  in  the  Standard  group  also  had  significant  decreases  in  anxious 
preoccupation  (p<.01)  but  not  in  any  of  the  other  adjustment  styles.  They  also  used  significantly 
less  emotional  discharge  after  the  intervention  (p<.05).  This  paper  is  being  finalized  for 
submission  to  General  Hospital  Psychiatry. 

Other  accomplishments  not  on  SOW  not  reported  earlier: 

Team  Building  and  thematic  exploration  exercises  were  conducted.  The  team  met  in  a  “process 
group”  every  three  weeks  to  discuss  any  programmatic  or  interpersonal  issues  that  may  have 
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affected  the  delivery  of  care,  including  the  end  of  the  program.  We  have  also  had  a  once  per  year 
daylong  “staff  retreat”. 

We  continued  with  our  two  clinical  psychology  doctoral  research  assistants.  One  of  these 
students  presented  a  paper  and  the  other  a  poster  at  the  annual  meeting  of  the  Society  of 
Behavioral  Medicine  in  Seattle,  March  2001  (Klein,  Levine,  &  Targ,  2001;  Klein,  Rundel, 

Levine  &  Targ,  2001).  Two  of  our  former  graduate  students  completed  their  dissertations  based 
on  our  data  (see  Reportable  Outcomes).  One  of  these  dissertations  (examining  the  role  of 
spiritual  well-being  in  quality  of  life  of  women  with  breast  cancer)  was  presented  as  part  of  a 
symposium  held  at  the  annual  meeting  of  the  American  Psychological  Association  meeting  in 
Washington,  DC  in  August  2000  (Cotton,  Levine,  Dressier,  Heide,  &  Targ,  2000).  It  also  served 
as  the  core  of  an  article  that  appeared  in  the  journal  Psycho-Oncology  in  1999  (Cotton,  Levine, 
Fitzpatrick,  Dold,  &  Targ,  1999).  The  other  dissertation  (an  examination  of  the  role  of  fatalism 
viewed  instead  as  acceptance  of  breast  cancer)  was  presented  as  a  poster  at  the  Fifth  World 
Congress  on  Psycho-Oncology,  held  in  Melbourne,  Australia,  Sept.  3-7,  2000  (Fitzpatrick  et  al. 
2000). 

Key  Research  Accomplishments 

What  may  be  considered  as  most  important,  a  clinical  program  has  spun  off  from  the  research 
and  is  being  offered  to  women  with  breast  cancer.  The  program  is  continuing  the  12-week  format 
as  well  as  offering  three-day  retreats.  The  director  for  this  program  one  of  the  psychologists 
involved  in  the  grant:  Carol  Kronenwetter,  Ph.D. 

Problems 

1.  Data:  We  have  had  problems  collecting  medical  data.  Much  of  this  is  due  to  lack  of  centralized 
records.  Specific  physician’s  offices  have  to  be  contacted. 


Reportable  Outcomes 

Abstracts 


Klein,  A.,  Levine,  E.G.,  &  Targ,  E.  (2000).  Differences  in  psychosocial  well-being  between 
lesbian  and  heterosexual  women  with  breast  cancer.  Annals  of  Behavioral  Medicine,  22, 
(supplement),  44. 

Klein,  A.,  Levine,  E.  G.,  &  Targ,  E.  (2001).  The  relationship  between  perceived  health  and 
psychosocial  well-being  among  women  with  breast  cancer.  Armais  of  Behavioral  Medicine,  23 
(supplement).  72. 

Klein,  A.,  Rundel,  M.,  Levine,  E.  G.,  &  Targ,  E.  (2001).  Breast  cancer  in  survivors  of  child 
abuse:  Psychosocial  well-being  and  treatment  considerations.  Annals  of  Behavioral  Medicine,  23 
(supplement).  72. 
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Levine,  E.  G.  &  Targ,  E.  (2001).  Predicting  amount  of  meaning  and  purpose  in  life  of  women 
with  breast  cancer.  Annals  of  Behavioral  Medicine,  23  (supplement).  63. 

Levine,  E.  G.  &  Targ,  E.  (2001).  Change  in  post-traumatic  stress  symptoms  following 
psychosocial  treatment  for  breast  cancer.  Armais  of  Behavioral  Medicine,  23  (supplement).  123. 
Levine,  E.G.,  &  Targ,  E.  (2000).  Differences  in  psychological  status  of  older  and  younger  newly 
diagnosed  women  with  breast  cancer.  Armais  of  Behavioral  Medicine,  22,  (supplement),  61. 

Levine,  E.G,  Targ,  E.  et  al.  (2000).  A  comparison  of  altemative-mind/body  and  support 
interventions  for  women  with  breast  cancer.  Annals  of  Behavioral  Medicine,  22,  (supplement), 
127. 

Rundel,  M.,  Levine,  E.G.,  &  Targ,  E.  (2000).  Use  of  alternative  medicine  by  women  with  breast 
cancer.  Annals  of  Behavioral  Medicine,  22,  (supplement),  65. 


Presentations: 


Cotton,  S.  P.,  Levine,  E.  G.,  Bressler,  J,  Heide,  F.,  &  Targ,  E.  (2000).  Spirituality,  Quality  of 
Life,  and  Psychological  Adjustment  to  Breast  Cancer.  Presented  at  the  annual  meeting  of  the 
American  Psychological  Association,  Washington,  D.C.,  August  2000. 

Fitzpatrick,  C.  M.,  Levine,  E.  G.,  Heide,  F.,  Zelman,  D.,  &  Targ,  E.  (2000)  Re-examining  the 
construct  of  fatalism  in  women  with  breast  cancer:  Stoic  resignation  versus  spirituality  focused 
acceptance.  Presented  at  the  Fifth  World  Congress  of  Psycho-Oncology,  Melbourne,  Australia, 
September  3-7,  2000. 

Levine,  E.G,  Targ,  E.,  Stone,  B.  M.,  &  Kronenwetter,  C.  (2000).  A  comparison  of 
complementary  and  traditional  psychosocial  treatment  for  breast  cancer.  Presented  at  the  Fifth 
World  Congress  of  Psycho-Oncology,  Melbourne,  Australia,  September  3-7,  2000. 

Levine,  E.G,  Tario,  J.  D.,  &  Targ,  E  (2000)  Reduction  of  hopeless/helpless  coping  style  in 
women  with  breast  cancer.  Presented  at  the  Fifth  World  Congress  of  Psycho-Oncology, 
Melbourne,  Australia,  September  3-7,  2000. 

Targ,  E.  (2000).  Spirituality  and  medicine:  a  psychospiritual  in  April  at  the  UCSF  Conference  on 
Alternative  and  Complementary  Medicine. 

Targ,  E.  (2000).  Spirituality  and  psychiatry.  Half-day  presentation  in  March  at  the  Trinity  Church 
Conference  on  Spirituality  and  Medicine  in  Connecticut. 

Targ,  E.  (2000).  Spirituality  and  group  psychotherapy  approach  in  catastrophic  illness.  Presented 
in  May  at  the  armual  meeting  of  the  American  Psychiatric  Association. 
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Project  3 

Breast  Cancer  Patient-Specific  Outcome 
and  Decision  Making  Project 


Project  Summary 

The  original  intent  of  this  project  was  to  develop  a  continuous  risk  model  for  patients  with  early 
stage  breast  cancer  based  on  standard  factors  of  age  and  tumor  characteristics.  We  are 
accomplishing  this  using  an  artificial  neural  network  regression  model  trained  to  provide 
individual  patient  continuous  probability  disease-specific  predictions  (probability)  of  survival 
and  recurrence.  These  predictions  are  patient-specific  and  therapy-specific  so  patients  can 
compare  the  efficacy  of  each  treatment.  The  program  allows  post  surgical  patients  to  compare  the 
benefit  of  adjuvant  hormonal,  chemotherapy,  and  combinations  of  these  treatments  over  time, 
and  we  will  evaluate  its  utility  and  effectiveness  on  patient  decision-making.  This  is  a  modular 
program  that  can  grow  and  become  more  refined  in  time  with  improved  outcome  modeling, 
better  estimates  of  treatment  benefits  such  as  HER2/neu,  radiation  therapy,  bisphosphonates,  etc. 
One  important  component  is  an  accurate  description  of  treatment  toxicities  that  would  be 
treatment  and  patient-specific.  The  lack  of  calibration  of  risks  of  mortality  and  recurrence  prior 
to  adjuvant  therapy  has  been  recognized.  We  have  assessed  three  large  databases  (Turku,  Duke, 
and  San  Antonio)  from  which  to  establish  our  individual  estimates  of  risk  and  benefit  of  adjuvant 
therapy  broken  down  by  age,  ER  status  and  treatment,  but  have  found  large  discrepancies  in  their 
predictive  value.  Using  actual  patients  at  the  Breast  Cancer  Tumor  Board,  three  Internet 
assessment  tools  were  accessed  to  determine  predictive  values  for  adjuvant  treatment.  Two  of 
these  tools  represented  population  models  (CancerHome'^^  and  Adjuvant!™)  and  one  represents 
results  of  clinical  trials  (CancerFacts'^^).  As  the  enclosed  table  shows,  the  three  tools  were  at 
significant  variance  from  one  another.  For  this  reason,  we  have  been  reluctant  to  begin 
counseling  patients  until  a  stable  database  can  be  found.  Both  the  author  of  Adjuvant!'^“  and  the 
present  investigators  were  concerned  that  the  San  Antonio  model  may  have  been  skewed  toward 
larger  tumors  and  later  stage  patients,  based  as  it  was  on  the  SEER,  a  population  based  registry. 
Our  search  at  this  time  points  to  the  Oxford  Overview  analysis  and  we  are  currently  engaged  in 
procuring  it  for  our  use.  As  a  more  immediately  available  tool,  we  now  have  obtained  from  Dr. 
Peter  Ravdin  an  updated  version  of  the  program  Adjuvant!''^'^  which  is  different  from  prior 
versions  in  that  it  is  modeled  using  a  larger  SEER  database  with  several  assumptions  regarding 
the  proportion  of  patients  who  have  received  specific  adjuvant  therapy.  This  updated  version  has 
been  piloted  (see  attached  abstract). 

Technical  Objectives  1  &  2 

Obtain  Recurrence  and  Mortality  Estimates,  Develop  Graphic  and  Written  Additional  Tools  for 
the  Shared  Decision  Program  (SDP). 

Task  1:  An  artificial  neural  network  was  developed  by  Dr.  Harry  Burke.  It  was  based  on  the 
Finnish  database,  a  large,  natural  history  database,  with  well  described  treatments  and  long  term 
follow-up;  and  the  Duke  database,  consisting  of  3600  patients  treated  at  the  Duke  University 
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Medical  Center  between  1979  and  1993.  Mortality  estimates  and  5  and  10  year  recurrence 
estimates  were  derived  from  the  Oxford  Overview.  A  video  designed  to  give  patients  basic 
information  regarding  adjuvant  treatments  for  breast  cancer  was  developed  by  Dr.  A1  Mulley  of 
Harvard  University  and  revised  based  on  focus  groups  of  advocates  and  patient  testimonials  at 
UCSF.  [Complete] 

Task  lb:  Develop  toxicities  database  from  literature  of  published  cooperative  group  studies  for 
both  hormone  (Tamoxifen)  therapy  and  chemotherapy  (AC  and  CMF).  [Complete] 

Task  Ic:  Develop  written  patient  background  information  on  adjuvant  therapy  and  format  to 
describe  absolute  benefits  attributable  to  adjuvant  therapy  and  conditional  life  expectancy 
estimates  customized  for  the  individual  patient.  The  Patient  Booklet  contains  additional 
information  on  how  predictions  were  derived,  breast  cancer  background  information,  the  latest 
information  on  new  treatments,  and  will  be  updated  at  each  visit  for  up  to  five  years.  In  addition, 
the  effect  of  the  information  on  the  patients,  including  its  effect  on  their  decision  making,  will  be 
prospectively  assessed.  [Complete] 

Task  2:  Finalize  pre-  and  post-viewing  questionnaires  to  capture  patients’  preferences, 
comprehensibility,  satisfaction  with  decision  and  other  standard  measures  (quality  of  life,  etc.). 
All  questionnaires,  including  risk  perceptions,  treatment  choices,  hypothetical  scenarios, 
comprehensibility  and  a  new  demographic  attitudinal  survey  are  finalized.  [Complete] 

Technical  Objective  3: 

Viewing  of  Revised  SDP  with  Pre-  and  Post-Assessment  Tools  and  Testing  on  Patients  with 
Early  Stage  Breast  Cancer 

Task  3:  All  assessment  tools  have  been  finalized  and  the  pilot  study  has  been  approved  by  UCSF 
Committee  on  Human  Research  (CHR).  The  method  for  disseminating  the  patient  information 
has  changed  to  computer  format  from  CD-ROM.  The  patient  population  is  all  new  patients  with 
early  stage  (I  and  II)  breast  cancer,  post  surgery  and  radiation  who  have  not  yet  had  adjuvant 
therapy.  Patients  who  agree  to  be  part  of  the  study  will  fill  out  the  demographic  information 
questionnaires  as  well  as  questionnaires  that  explore  their  understanding  of  their  hypothetical  risk 
of  recurrence  and  death  due  to  their  cancer,  both  before  and  after  their  initial  office  visit  with  an 
oncologist.  Patients  will  be  given  their  information  booklet  at  the  time  of  their  intake  exam.  Arm 
I  booklets  will  contain  information  on  the  probability  of  disease  recurrence  as  well  as  ten  year 
estimates  of  mortality.  Arm  II  booklets  will  include  this  information  as  well  as  graphic 
information  on  time  gained  (in  years  and  months)  due  to  treatment  (See  attached).  Post  visit 
questionnaires  will  measure  any  change  in  attitude  regarding  therapy  due  to  the  differences  in  the 
two  arms.  Once  we  have  successfully  completed  the  pilot  project,  we  plan  to  implement  the 
program  by  obtaining  risk  and  recurrence  estimates  for  new  patients  who  have  completed  their 
surgery  and  radiation  and  are  considering  adjuvant  therapy.  This  will  take  place  at  the  weekly 
New  Patient  conference  where  adjuvant  options  for  patients  are  evaluated.  This  information  will 
be  in  graphic  form  and  will  become  a  part  of  the  patient’s  chart  (See  attached).  Currently,  the  risk 
and  recurrence  estimates  are  being  used  as  a  tool  at  the  weekly  Breast  Cancer  Tumor  Board,  to 
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help  medical  oncologists  provide  their  patients  with  recurrence  and  mortality  data  that  can  help 
them  make  decisions  on  adjuvant  treatment. 

Technical  Objectives  4-6 
Analysis  and  Interpretation  of  Data 

Task  4:  Tabulate  data  from  questionnaires,  patient  preferences  and  download  data  from  SDP 
(levels  of  query).  We  will  develop  a  database  to  capture  patient  prognostic  factors,  predictions, 
and  follow-up  information.  This  database  has  the  potential  to  function  as  a  tumor  registry  and  it 
will  provide  an  electronic  medical  record  that  can  be  accessed  by  clinicians  from  any  location  at 
any  time.  Clinicians  participating  in  this  project  will  have  access  to  their  own  patients  for  quality 
analysis/control  purposes  and  to  the  contents  of  the  database,  subject  to  IRB  approval.  We  plan 
to  pilot  an  Internet  version  of  this  tool  as  a  separate  project  to  supplement  our  data  analyses. 

Reportable  Outcomes 

1 .  Development  of  an  artificial  neural  network  regression  model  to  provide  individual  post 
surgical  patient  continuous  probability  disease-specific  predictions  of  survival  and  recurrence. 

2.  Development  of  table  for  medical  complications  due  to  Tamoxifen  use. 

3.  Development  of  side  effects  table  for  CMF  and  AC  chemotherapy. 

Publications: 

Tripathy,  D.  Breast  Cancer  Advocacy  in  Clinical  Care.  Breast  Disease  10(5,6),  1998,  pp.  3-14. 

Project  Personnel 

Debasish  Tripathy,  M.D 
Hope  Wallace 
Fern  Hassin 
Beth  Brown 
Lauren  Metzroth 

List  of  Appendices 

■  Patient  Survey 

■  Protocol  and  Informed  Consent  for  pilot  project 

■  Patient  information  on  chemotherapy  and  hormone  therapy 

■  Recurrence  and  mortality  graphs  for  pilot  project 

■  Toxicity  table  for  chemotherapy 

■  Medical  complications  table  for  tamoxifen 

■  Reprint  on  breast  cancer  advocacy 

■  Ab  stract  o  f  Adj  uvant !  pro  gram 

■  Tables  on  5  and  10  year  recurrence  estimates 


Principle  Investigator 
Project  Coordinator  (year  1) 
Project  Coordinator  (years  2-4) 
Research  Assistant  (years  2-3) 
Research  Assistant  (year  4) 
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Project  4 

Program  for  Collaborative  Care 


The  goal  of  Project  4  is  to  improve  the  quality  of  decisions  in  the  treatment  of  breast  cancer.  To 
do  this,  we  focus  on  improving  the  quality  of  medical  consultations  between  breast  cancer 
patients  and  physicians.  We  have  created  tools  and  metrics,  as  well  as  an  integrated  structure  and 
process,  to  help  patients  and  physicians  manage  medical  consultations  where  treatment  decisions 
are  made.  Our  approach  to  developing  these  tools  is  to  engage  patients  and  physicians  in  the 
design  and  implementation,  to  be  sure  that  the  interventions  we  create  actually  provide  value  for 
those  they  are  intended  to  help.  This  report  documents  the  progress  we  have  made  in  program 
implementation,  the  refinement  of  our  tools,  and  the  scope  of  our  training.  It  also  highlights 
directions  for  future  research  we  have  identified. 

In  1999,  through  research  funded  by  the  DOD,  we  established  the  Program  for  Collaborative 
Care  and  hired  a  full-time  staff  member  to  implement  and  manage  the  program.  The  Program 
currently  offers  Consultation  Planning  and  Consultation  Recording  to  all  patients  with  a  new 
diagnosis  of  breast  cancer  who  need  to  make  treatment  decisions  in  a  scheduled  consultation  with 
a  BCC  surgeon  or  medical  oncologist.  We  have  since  provided  Consultation  Planning  and 
Consultation  Recording  for  310  patients  at  the  Breast  Care  Center  between  September  1999  and 
August  2001. 

We  have  refined  and  improved  our  tools  for  Consultation  Recording,  based  on  the  qualitative 
feedback  from  patient  and  physician  focus  groups.  We  identified  three  key  issues  to  improve  the 
effectiveness  and  utility  of  Consultation  Records:  comprehensive,  standardized  presentation  of 
diagnostic  information,  streamlined  estimates  of  risk  reduction  assessments  for  each  treatment 
option,  and  visual  aids  to  capture  patient  preferences.  We  developed  and  piloted  Decision 
Guides,  which  are  a  standardized  template  that  highlights  critical  diagnostic,  risk  assessment,  and 
patient  preference  information  (see  appendix).  Decision  Guides  are  currently  used  as  the 
standard  Consultation  Record  for  four  medical  decision  settings:  surgery,  DCIS,  reconstruction, 
and  adjuvant  therapy  options. 

One  of  our  future  goals  at  the  Program  for  Collaborative  Care  is  to  diffuse  these  methods  to  more 
clinical  settings.  We  have  applied  to  the  National  Institutes  of  Health  to  conduct  a  multi-site 
clinical  trial  to  test  the  efficacy  of  establishing  Programs  for  Collaborative  Care  in  two  sites  with 
diverse  populations,  to  assess  how  decision  support  tools  improve  patient  outcomes  such  as 
anxiety,  distress,  and  decision  quality. 

We  have  developed  a  three-day  course  curriculum,  a  handbook,  and  skill  exercises  to  train 
Consultation  Planners.  We  have  conducted  6  training  sessions  in  the  past  18  months,  and  have 
established  a  satellite  program  offering  Consultation  Planning  at  the  UCSF  Cancer  Resource 
Center,  to  meet  patient  demand  and  evaluate  the  effectiveness  of  the  tools  in  a  drop-in  setting. 

We  have  begun  a  weekly  Consultation  Plaiming  mentoring  group  at  the  Cancer  Resource  Center, 
to  transfer  skills  and  discuss  practical  issues.  As  our  experience  grows,  we  intend  to  develop  a 
similar  training  program  for  Consultation  Recording,  and  have  begun  preliminary  work  on  a 
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comprehensive  training  manual  that  will  combine  theory,  methods,  skill  exercises,  and 
implementation  suggestions  for  both  methods. 

Another  future  research  goal  is  to  expand  the  Program  for  Collaborative  Care  to  improve  patient- 
physician  interaction,  treatment  decision-making,  and  quality  of  life  for  women  with  metastatic 
breast  cancer.  We  are  currently  conducting  a  needs  assessment  and  evaluation  of  current 
practices  to  identify  ways  to  adapt  Consultation  Plaiming  and  Consultation  Recording  for  the 
metastatic  setting,  and  to  create  additional  interventions  for  physicians,  patients,  and  their 
families  around  difficult  end  of  life  communication  issues.  We  plan  to  incorporate  psychological 
counseling  and  family  support.  Consultation  Planning  and  Consultation  Recording,  advance 
directives,  and  additional  decision-making  tools  into  the  standard  of  metastatic  oncology  care. 


Key  Research  Accomplishments  for  Years  4  and  5  of  Project  4  (8/15/99-8/14/00  and 

8/15/00-8/14/01): 

1 .  Hired  a  full  time  manager  of  the  Program  for  Collaborative  Care  in  September  1 999.  The 
manager  began  to  integrate  Collaborative  Care  (Consultation  Planning  and  Consultation 
Recording)  into  clinic  workflow  and  provide  decision  support  to  all  BCC  patients  facing 
upcoming  surgery  or  oncology  decisions. 

2.  Expanded  the  use  of  Collaborative  Care  methods  to  three  surgeons  and  five  oncologists  in  the 
Breast  Care  Center. 

3.  We  have  worked  with  310  patients  using  Collaborative  Care  tools  since  October,  1999. 

4.  Conducted  2  focus  groups  with  patients  in  Collaborative  Care  program  to  assess  patient 
satisfaction  and  get  feedback  on  web  based  decision  support/patient  education  tools  currently 
under  development. 

5.  Conducted  physician  evaluation  meetings  to  assess  usefulness  of  tools  and  identify  areas  for 
improvement.  The  qualitative  data  generated  from  these  focus  groups  will  be  used  to  revise 
and  improve  tools  and  metrics  for  future  use  at  the  BCC. 

6.  Began  ethnographic  pilot  study  of  current  clinical  practices  in  the  metastatic  setting  to 
develop  ways  to  adapt  Collaborative  Care  tools  and  methods  with  psychological  support 
interventions  for  women  with  metastatic  breast  cancer  and  their  families. 

7.  Developed  a  three-day  course  curriculum,  a  handbook,  and  skill  exercises  to  train 
Consultation  Planners.  We  are  developing  a  similar  manual  and  training  program  for 
Consultation  Recording. 

8.  Conducted  6  training  sessions  in  the  past  18  months,  and  have  “graduated”  25  new 
Consultation  Planners  who  use  these  methods  at  7  different  sites  in  Northern  California, 
including  the  UCSF  Cancer  Resource  Center.  We  have  begun  a  weekly  Consultation 
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Planning  mentoring  group  at  the  Cancer  Resource  Center,  to  transfer  skills  and  discuss 
practical  issues. 

9.  Developed  and  piloted  Decision  Guides,  a  refined  and  improved  version  of  Consultation 
Records.  Decision  Guides  are  standardized  templates  used  during  medical  consultations, 
which  succinctly  capture  critical  diagnostic  information,  estimated  risks  of  recurrence  for 
treatment  options,  treatment  option  side  effects  and  cosmetic  implications,  patient 
preferences,  and  next  steps  after  decisions  have  been  reached.  The  Program  for  Collaborative 
Care  currently  uses  Decision  Guides  in  the  surgical,  medical  oncology,  DCIS,  and 
reconstruction  settings. 

10.  Developed  and  wrote  grant  to  National  Institutes  of  Health,  to  conduct  multi-site  clinical  trial 
testing  efficacy  of  The  Program  for  Collaborative  Care  at  Ohio  State  University  and  Alta 
Bates  Cancer  Center  in  Oakland,  CA. 

Reportable  Outcomes 

Manuscripts 

Sepucha  K,  Belkora  J,  Tripathy  D,  Esserman  LJ.  Building  Bridges  Between  Physicians  and 
Patients:  Results  of  a  Pilot  Study  Examining  New  Tools  for  Collaborative  Decision-Making  in 
Breast  Cancer.  J  Clin  Oncol  2000  18:  1230-1238. 

Aviv  C,  Sepucha  K,  Belkora  J,  Esserman  L.  Using  Action  Research  to  Improve  Collaboration 
Between  Breast  Cancer  Patients  and  Physicians:  Creating  the  Program  for  Collaborative  Care. 
Research  in  The  Sociology  of  Health  Care,  Vol.  19:  Changing  Consumers  and  Changing 
Technology  in  Health  Care  and  Health  Care  Delivery,  edited  by  Dr.  Jennie  Jacobs  Kronenfeld. 
London:  Elsevier  Press.  In  press  as  of  August  2001 . 

Belkora,  J.,  Sepucha,  K.,  Mutchnick,  S.,  Aviv,  C.,  Esserman,  L.  Consultation  Planning:  A 
Template  for  Oncology  Consultations  and  Decision-Making.  Oncology  Nursing  Forum. 
Submitted  August  2001. 

Abstracts 

Sepucha  K.,  Belkora  J.,  Tripathy  D.,  Esserman  LJ.  (1999)  Building  Bridges  Between  Physicians 
and  Patients:  Tools  for  Collaborative  Decision-Making  in  Breast  Cancer.  San  Antonio  Breast 
Cancer  Symposium,  abstract  547. 

Sepucha  K.,  Belkora  J.,  Esserman  LJ,  Tripathy  D,  Aviv  C.  (2000)  Improving  Decision-Making 
Between  Physicians  and  Patients  with  Breast  Cancer.  Department  of  Defense  “Era  of  Hope” 
Conference. 

Presentations 
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Sepucha,  K.  and  Belkora,  J.  Training  Weekend  for  Collaborative  Care  Methods:  Presentation  for 
3  Bay  Area  breast  cancer  advocacy  organizations,  September  10,  1999 

Aviv,  C.  Lecture  Presentation  at  Beth  Israel  Cancer  Center  Supportive  Services,  New  York,  NY, 
November  1999 

Belkora,  J.  and  Aviv,  C.  Lecture  Presentation  at  UCSF  Health  Psychology  Seminar,  April  18, 
2000 

Aviv,  C.  Lecture  Presentation  at  California  Breast  Cancer  Research  Early  Detection  Program 
CME  course,  June  3,  2000. 

Aviv,  C.  Lecture  Presentation  at  Bay  Area  Breast  Cancer  Forum,  "Involving  Patients  in 
Decision-making:  A  Collaborative  Care  Model,"  June  21,  2000. 

Aviv,  C.  Lecture  Presentation  at  American  Sociological  Association  and  Society  for  Study  of 
Social  Problems,  August  2000. 

Aviv,  C.  Lecture  Presentation  to  UCSF  Cancer  Resource  Center,  “How  to  Make  the  Most  of 
Your  Doctor’s  Visit,”  October  2000. 

Aviv,  C.  Lecture  Presentation  and  Training  for  UCSF  Cancer  Resource  Center  Volunteer 
Program,  “Consultation  Planning  Quickstart,”  April  2001. 

Aviv,  C.  Lecture  and  Training,  “How  to  Integrate  Consultation  Planning  into  your  Breast  Cancer 
Advocacy  Project,”  Areata  CA,  May  2001. 
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PILOT  A 


Introduction 

The  project’s  principal  aim  has  been  to  characterize  barriers  to  enrollment  to  breast  cancer- 
related  clinical  trials  that  exist  from  the  standpoint  of  both  patients  at  a  time  they  would  typically 
be  eligible  for  trials  as  well  as  care  providers  that  specialize  in  breast  cancer.  Based  on  these 
results,  outreach  and  educational  strategies  tailored  to  overcome  these  barriers  were  devised  and 
implemented.  The  effects  of  these  strategies  were  measured  by  reassessing  barriers  via  a  repeat 
survey  to  patients  and  caregivers  at  year  4  and  by  tracking  trial  enrollment  from  years  1  though  4. 
Special  themes  of  this  project  included  the  focus  on  minority  and  underserved  populations  in 
terms  of  the  assessment  of  barriers  as  well  as  outreach  and  education.  Additionally,  attitudes 
about  trials  in  the  area  of  alternative  medicine  were  assessed  given  the  high  use  of  alternative 
medicine  in  the  San  Francisco  Bay  Area  and  a  series  of  trials  in  alternative  medicine  currently 
open  at  our  center.  Tools  that  capitalized  on  an  active  advocacy  network,  the  Internet  and 
collaborations  with  civic  organizations  were  instituted  as  described  below.  Numerous  projects 
that  will  now  continue  under  separate  funding  have  been  launched;  these  will  continue  new 
extended  and  focused  goals  or  the  original  project. 

Project  Summary 

The  first  5  tasks  involved  developing,  piloting  and  finalizing  the  patient  questionnaire  and 
clinical  database  to  track,  identify  and  follow  the  trial-eligible  subset.  The  current  protocol  and 
informed  consent  to  survey  and  follow  patients  is  shown  in  the  appendix. 

Tasks  1  and  2  -  Development  and  completion  of  demographic  and  clinical  forms  to  identify 
patients  eligible  for  clinical  trials  and  enrollment  onto  trials.  These  forms  have  been  developed 
and  used  to  identify  patients  who  are  at  a  point  that  they  are  eligible  for  most  trials  (new 
diagnosis  of  cancer,  new  recurrence  or  progression  of  disease).  A  modified  version  is  now  being 
expanded  to  capture  data  on  all  new  patients.  The  initial  patient  survey  examining  barriers  to 
clinical  trials  covered  beliefs/attitudes,  trial  design,  toxicities,  cost,  convenience  and  alternative 
medicine. 

Task  3  -  A  large  mailing  list  of  care  providers  (mostly  physicians)  providing  specialized  breast 
cancer  care  in  the  San  Francisco  Bay  Area  was  assembled  -  this  included  medical  oncologists, 
surgical  oncologists,  radiation  oncologists,  radiologists,  pathologists,  psychologists  and  nurse 
practitioners.  The  number  on  the  list  is  currently  about  180;  it  is  maintained  and  expanded  in 
order  to  communicate  information  about  clinical  trials,  and  could  also  serve  as  a  resource  for 
future  surveys  and  trial  network  development. 

Task  4  -  The  initial  physician  survey  (as  well  as  the  modified  one  from  the  open  ended  questions 
was  developed  and  is  shown  in  the  appendix.  The  number  of  care  provider  surveys  returned  was 
67  out  of  150,  a  ratio  that  is  comparable  to  physician  surveys  in  the  area  of  cancer  care.  Detailed 
data  on  mean  scores  and  associations  with  care  provider  subsets  are  shown  in  the  appendix. 
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Task  5  -  A  finalized  patient  survey  after  piloting  on  patients  and  breast  cancer  advocates  is 
shown  in  the  appendix.  One  hundred  and  fifty  surveys  were  administered  and  tabulated  in  the 
final  half  of  year  1 .  The  refusal  rate  was  under  5%.  Detailed  data  on  mean  scores  and 
associations  with  patient  subsets  are  shown  in  the  appendix.  We  expanded  Task  5  to  include  an 
Internet  version  of  our  patient  survey  as  well  as  a  similar  attitudinal  questionnaire  for  individuals 
without  breast  cancer.  These  are  available  on  the  Breast  Care  Center  site  as  well  as  on  our 
website.  Responses  downloaded  from  these  sites  will  be  analyzed  to  help  us  gather  demographic 
information  as  well  as  attitudes  toward  preventive,  complementary  and  alternative  medicine. 

The  Internet  version  of  the  survey  is  shown  in  the  appendix 

Interim  analysis  of  the  patients  and  care  provider  survey  results  was  presented  in  abstract  form  at 
ASCO  1998  (appendix).  Updated  result  summary  (presented  at  the  DOD  Era  of  Hope  Meeting 
in  June  2000)  is  shown  in  the  appendix. 

Tasks  6  through  8  involved  the  development  and  implementation  of  tools  for  awareness  and 
outreach  about  clinical  trials  based  on  the  barriers  to  patients  and  care  providers  identified  in 
Year  1.  Initially,  we  focused  our  efforts  on  minority  outreach  by  creating  and  distributing  flyers, 
posters  and  brochures  to  physician  offices,  mammography  centers,  and  support  groups.  One  of 
the  education  and  outreach  tools  developed  and  maintained  as  part  of  Tasks  6-8,  is  the  monthly 
Bay  Area  Breast  Cancer  Forum,  initiated  in  January  1997,  which  continues  to  be  a  very  popular 
part  of  our  outreach.  These  topics  are  shown  in  the  appendix  and  summaries  of  each  session  is 
available  on  our  website  at  www.ucsfbreastcarecenter.org  .  Each  month  we  host  approximately 
45  people  for  dinner  and  discussion  of  topics  of  interest  in  breast  cancer  research.  We  plan  to 
expand  these  forums  onto  the  Internet  using  an  audio  stream  and  an  interactive  question  and 
answer  session  that  will  reach  a  greatly  expanded  audience.  Audio  or  video  conferencing  will 
also  be  considered  and  we  currently  have  secured  private  unrestricted  educational  grant  funding 
to  begin  this  process.  We  are  continuing  monthly  clinical  trials  updates  to  caregivers  during 
weekly  Tumor  Board  and  are  making  clinical  trials  lists  available  to  community  care  providers. 

The  clinical  trials  component  of  our  website  continues  to  grow  in  content  and  interest  for  the 
community.  It  includes  forum  minutes,  monthly  newsletter  articles,  comprehensive  listing  of 
UCSF/BCC  Clinical  Trials,  and  annotated  websites  of  interest.  One  very  popular  addition  has 
been  the  Glossary  which  has  been  copied  and  used  as  a  resource  by  many  cancer  centers  in  the 
Bay  Area,  at  other  sites  throughout  the  country  and  online.  We  are  initiating  an  Internet 
mechanism  by  which  patients  can  match  themselves  to  available  clinical  trials.  After  accessing 
the  site,  patients  will  fill  in  key  patient  and  disease  variables.  Investigators  will  be  able  to  query 
the  database  of  patient  information  to  locate  patients  eligible  for  IRB  approved  trials. 

Other  tools  targeting  specific  barriers  included  a  moderated  panel  discussion  in  December  1998, 
entitled  “Beating  the  Odds  of  Breast  Cancer:  How  Can  Research  Help?”,  addressed  the  barriers 
to  clinical  trials  for  diverse  and  underrepresented  populations  of  women.  It  was  videotaped  for 
use  throughout  the  community  to  further  our  educational  outreach  program.  To  date,  15  copies  of 
the  video  have  been  sent  to  community  agencies  as  part  of  their  individual  programs  to  foster 
clinical  trials.  Other  presentations  are  listed  under  “Reportable  Outcomes”. 
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Technical  Objectives  9-12:  Measure  Outcomes  of  Intervention 
Task  9:  Months  36-40:  Mail  surveys  to  care  providers  and  tabulate  results.  Surveys  to  160 
physicians  has  been  done  over  3  rounds  of  mailing  and  59  physicians  responded.  Physician 
responses  results  and  analysis  with  respect  to  provider  variables  (eg.  type  of  practice,  discipline), 
along  with  comparisons  to  the  year  1  results  are  shown  in  the  appendix. 

Task  10:  Months  36-48  Reinitiate  collection  of  tracking  data  of  new  patients.  We  are  continuing 
to  track  new  patients,  as  well  as  patients  who  progress,  in  order  to  monitor  eligibility  for  clinical 
trials.  Administration  of  surveys  to  eligible  patients  identified  through  our  Patient  Tracking 
System  began  on  schedule  in  October,  1999.  To  date,  75  patients  have  been  surveyed.  Final 
patient  surveys  will  be  analyzed  when  the  target  number  is  reached  within  two  months,  and  an 
interim  analysis  is  shown  in  the  appendix,  along  with  comparisons  to  the  year  1  survey.  With 
our  new  initiative  using  online  questionnaires,  results  will  be  batched  and  analyzed  to  determine 
shifts  or  changes  in  attitudes  that  will  allow  us  to  develop  trials  that  are  novel  and  relevant  to 
patient  concerns.  We  have  begun  to  insert  requests  for  patient  participation  in  website 
questionnaires  in  information  sent  from  the  Breast  Care  Center  as  well  as  providing  flyers  and 
information  at  cancer  related  events  like  the  Race  for  the  Cure  or  the  Alternative  Medicine 
Symposium  held  each  fall  at  UCSF. 

Task  11:  Statistical  analyses.  Our  biostatistician  will  analyze  the  data  from  both  patients  and 
physicians  relative  to  the  questions  surveyed  as  well  as  a  comparison  of  Year  1  to  Year  4. 
Whereas  the  comparison  of  physician  responses  fi-om  Year  1  to  Year  4  is  possible  as  the  majority 
of  those  queried  are  from  the  same  mailing  list,  the  patients  will  be  sequentially  analyzed  as  to 
their  attitudes  over  time.  The  patients  queried  in  Year  1  will  be  different  patients  from  those 
queried  in  Year  4,  except  that  they  are  all  at  a  place  in  their  treatment  when  they  would  consider 
enrollment  in  a  clinical  trial.  See  the  appendix. 

Task  12:  Formulate  recommendations,  publication  of  results.  Once  the  attitudes  of  patients  and 
care  providers  are  evaluated,  they  will  be  compared  to  the  actual  clinical  trial  accrual  in  the  final 
year  of  the  project.  Our  data  indicate  a  positive  accrual  pattern: 


Year 

#Patients  on  Trials 

1997 

21 

1998 

44 

1999 

92 

2000 

123 

Analysis  with  respect  to  trends  based  on  the  interventions  will  be  possible  as  well  as  trends  that 
may  be  due  to  extraneous  factors  such  as  changes  in  protocol  portfolio  or  patient  population. 

Key  Research  Accomplishments 

•  Identification  of  patient  and  physician  barriers  to  enrollment  to  clinical  trials  in  the  domains  of 
cost,  convenience,  side  effects,  quality  of  care,  randomization  process  and  alternative  medicine 

•  Identification  of  barriers  as  they  pertain  to  specific  characteristics  of  patients  and  care  providers 
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•  Reporting  on  changes  over  time  in  patient  and  physician  attitudes  as  well  as  actual  trial  accrual 
in  our  Center  over  time  following  the  development  and  implementation  of  the  following  targeted 
tools: 

Design  and  dissemination  of  educational  material  for  outreach  to  minority  and 
underserved  populations 

Monthly  patient  forum  (see  presentations)  and  physician  clinical  trial  update 
seminars 

Internet  site  for  clinical  trials  update 

Update  sessions  to  care  providers  on  clinical  trials  and  mechanisms  for 
enrollment 

•  New  initiatives  to  overcome  barriers  to  trial  enrollment,  especially  in  under-represented  patient 
groups 

Internet-based  survey 

Patient-driven  Internet-based  clinical  trials  matching  project 

Satellite  Bar  Area  Breast  Cancer  Forum  (Oakland/Berkeley  area) 


Reportable  Outcomes 

Informatics  and  Databases 

1 .  Development  of  patient  clinical  database  to  determine  trial  eligibility 

2.  Development  of  Bay  Area  Breast  Cancer  specialist  care  providers 

3.  Patient  clinical  and  outcome  data 

Presentations: 

1.  December  1998,  moderated  panel  discussion  entitled  “Beating  the  Odds  of  Breast  Cancer: 
How  Can  Research  Help?”,  addressed  the  barriers  to  clinical  trials  for  diverse  and 
underrepresented  populations  of  women.  It  was  videotaped  for  use  throughout  the  community 
to  further  our  educational  outreach  program.  To  date,  15  copies  of  the  video  have  been  sent  to 
community  agencies  as  part  of  their  individual  programs  to  foster  clinical  trials. 

2.  A  talk  entitled  “Excluded  No  More:  Why  Participating  in  Clinical  Research  is  Important  for 
You  and  All  Women”,  was  presented  at  Women’s  Health  2000,  UCSF,  on  March  20,  1999. 

3.  “Update  on  Research  Resources”,  presented  at  the  Minority  Health  Research  Panel, 
sponsored  by  the  Cancer  Information  Service  at  the  County  of  Alameda  Conference  Center 
on  April  23,  1999. 

4.  A  talk  entitled  “Harmony  and  Health”,  presented  at  Women’s  Health  2000,  UCSF,  March  18, 
2000. 

5.  Represented  UCSF  at  the  launch  of  the  Breast  Cancer  Media  Outreach  Campaign  to  the 
Chinese  Community  in  the  San  Francisco  Bay  Area”,  May  12,  2000,  San  Francisco’s 
Chinatown. 

6.  Monthly  forum  on  special  topics  aimed  at  breast  cancer  survivors,  advocates,  families, 
clinicians  and  investigators  -  topics  are  listed  below 
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Publications  and  Abstracts: 


1.  Tripathy,  D,  Patel,  K,  Brown,  B,  Chemyukhin,  N,  Wallace,  H,  Hassin,  F,  MacMillan,  A,  and 
Esserman,  L.  Physician  and  Patient  Barriers  to  Enrollment  on  Breast  Cancer  Clinical  Trials. 
Proc.  Am.  Soc.  Clin.  Oncol.  17:178A,  1998 

2.  Tripathy  D.  Breast  Cancer  Advocacy  in  Clinical  Care.  Breast  Disease  10:3-14,  1998. 
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List  of  Appendices 

•  Patient  Survey  and  Follow-up  Protocol  and  Consent  Form 

■  Care  Provider  Survey 

•  Final  Patient  Survey 

•  Current  Internet  version  of  patient  survey 

•  ASCO  Abstract  on  interim  patient  and  care  provider  survey  results 

■  Summary  of  patient  and  care  provider  survey  final  results  (presented  at  the  DOD  Era  of  Hope 
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•  Detailed  interim  results  of  year  4  care  provider  and  patient  questionnaires,  comparisons  to 
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■  Bay  Area  Breast  Cancer  Forum  Topics 
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Presentations 
Project  2: 

Cotton,  S.  P.,  Levine,  E.  G.,  Bressler,  J,  Heide,  F.,  &  Targ,  E.  (2000).  Spirituality,  Quality  of 
Life,  and  Psychological  Adjustment  to  Breast  Cancer.  Presented  at  the  annual  meeting  of  the 
American  Psychological  Association,  Washington,  D.C.,  August  2000. 

Levine,  E.G.,  &  Targ,  E.  A  comparison  of  complementary  and  traditional  psychosocial  treatment 
for  breast  cancer.  Pan  American  Congress  of  Psychosocial  and  Behavioral  Oncology,  New  York, 
October  1999. 

Levine,  E.G.,  &  Targ,  E.  A  comparison  of  complementary  and  traditional  psychosocial  treatment 
for  breast  cancer.  Presented  at  the  Pan  American  Congress  of  Psychosocial  and  Behavioral 
Oncology,  New  York,  October  1999. 

Levine,  E.G,  Targ,  E.,  Stone,  B.  M.,  &  Kroenewetter,  C.  (2000).  A  comparison  of 
complementary  and  traditional  psychosocial  treatment  for  breast  cancer.  Presented  at  the  Fifth 
World  Congress  of  Psycho-Oncology,  Melbourne,  Australia,  September  3-7,  2000. 
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Levine,  E.G,  Tario,  J.  D.,  &  Targ,  E  (2000)  Reduction  of  hopeless/helpless  coping  style  in 
women  with  breast  cancer.  Presented  at  the  Fifth  World  Congress  of  Psycho-Oncology, 
Melbourne,  Australia,  September  3-7,  2000. 

Targ,  E.  Lecture  presentation  at  University  of  Florida  Arts  and  Medicine  Program,  February, 

1999 

Targ,  E.  Lecture  presentation  at  the  Twentieth  Annual  Conference  of  the  Society  of  Behavioral 
Medicine,  March  1999. 

Targ,  E.  Lecture  presentation  at  American  Psychiatric  Association,  Washington  DC,  May,  1999 

Targ,  E.  Lecture  presentation  at  Congress  of  Comprehensive  Cancer  Care,  Washington  DC  June, 
1999 

Targ,  E.  Lecture  presentation  at  Institute  of  Noetic  Sciences  Annual  Conference,  Orlando,  July 
1999 

Targ,  E.  (2000).  Spirituality  and  medicine:  a  psychospiritual  in  April  at  the  UCSF  Conference  on 
Alternative  and  Complementary  Medicine. 

Targ,  E.  (2000).  Spirituality  and  psychiatry.  Half-day  presentation  in  March  at  the  Trinity  Church 
Conference  on  Spirituality  and  Medicine  in  Connecticut. 

Targ,  E.  (2000).  Spirituality  and  group  psychotherapy  approach  in  catastrophic  illness.  Presented 
in  May  at  the  annual  meeting  of  the  American  Psychiatric  Association. 


Project  4 

Sepucha,  K.  and  Belkora,  J.  Training  Weekend  for  Collaborative  Care  Methods:  Presentation  for 
3  Bay  Area  breast  cancer  advocacy  organizations,  September  10,  1999 

Aviv,  C.  Lecture  Presentation  at  Beth  Israel  Cancer  Center  Supportive  Services,  New  York,  NY, 
November  1999 

Belkora,  J.  and  Aviv,  C.  Lecture  Presentation  at  UCSF  Health  Psychology  Seminar,  April  18, 
2000 

Aviv,  C.  Lecture  Presentation  at  Breast  Cancer  Research  Early  Detection  Program  CME  course, 
June  3,  2000. 

Aviv,  C.  Lecture  Presentation  at  Bay  Area  Breast  Cancer  Forum,  "Involving  Patients  in 
Decision-making:  A  Collaborative  Care  Model,"  June  21,  2000. 
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Aviv,  C.  Lecture  Presentation  at  American  Sociological  Association  and  Society  for  Study  of 
Social  Problems,  August  2000. 

Aviv,  C.  Lecture  Presentation  to  UCSF  Cancer  Resource  Center,  “How  to  Make  the  Most  of 
Your  Doctor’s  Visit,”  October  2000. 

Aviv,  C.  Lecture  Presentation  and  Training  for  UCSF  Cancer  Resource  Center  Volunteer 
Program,  “Consultation  Planning  Quickstart,”  April  2001. 

Aviv,  C.  Lecture  and  Training,  “How  to  Integrate  Consultation  Planning  into  your  Breast  Cancer 
Advocacy  Project,”  Areata  CA,  May  2001. 


Pilot  A: 


Ongoing  monthly  Bay  Area  Breast  Cancer  Forum  to  educate  researchers,  healthcare  providers, 
patients,  families  and  advocates  about  advances  in  clinical  trials. 

Talk  entitled;  “Excluded  No  More:  Why  Participating  in  Clinical  Research  is  Important  for  You 
and  All  Women”,  presented  at  Women’s  Health  2000,. 

“Update  on  Research  Resources”  presented  at  the  Minority  Health  Research  Panel  in  Alameda, 
CA.  on  April  23,  1999. 

December  1998,  moderated  panel  discussion  entitled  “Beating  the  Odds  of  Breast  Cancer:  How 
Can  Research  Help?”,  addressed  the  barriers  to  clinical  trials  for  diverse  and  underrepresented 
populations  of  women.  It  was  videotaped  for  use  throughout  the  community  to  further  our 
educational  outreach  program.  To  date,  15  copies  of  the  video  have  been  sent  to  community 
agencies  as  part  of  their  individual  programs  to  foster  clinical  trials. 

A  talk  entitled  “Excluded  No  More:  Why  Participating  in  Clinical  Research  is  Important  for  You 
and  All  Women”,  was  presented  at  Women’s  Health  2000,  UCSF,  on  March  20,  1999. 

“Update  on  Research  Resources”,  presented  at  the  Minority  Health  Research  Panel,  sponsored  by 
the  Cancer  Information  Service  at  the  County  of  Alameda  Conference  Center  on  April  23,  1999. 

A  talk  entitled  “Harmony  and  Health”,  presented  at  Women’s  Health  2000,  UCSF,  March  18, 
2000. 

Represented  UCSF  at  the  launch  of  the  Breast  Cancer  Media  Outreach  Campaign  to  the  Chinese 
Community  in  the  San  Francisco  Bay  Area”,  May  12,  2000,  San  Francisco’s  Chinatown. 
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Degrees  Obtained 

Project  2 

Janelle  Eckhardt,  Ph.D.,  Clinical  Psychology,  California  School  of  Professional  Psycho logy- 
Alameda,  CA.  Dissertation:  “Coping  Style  and  Symptoms  of  Post  Traumatic  Stress  Disorder 
Among  Women  With  Primary  Breast  Cancer.” 

Sian  P.  Cotton,  Ph.D.,  Clinical  Psychology,  California  School  of  Professional  Psycho logy- 
Alameda,  C  A.  Dissertation:  “Exploration  of  the  relationship  between  spirituality  and  quality  of 
life  in  women  with  breast  cancer”.  Degree  granted  June  17,  2000. 

Cory.  M.  Fitzpatrick,  Ph.D.,  Clinical  Psychology,  California  School  of  Professional  Psychology- 
Alameda,  CA.  Dissertation:  “Re-examining  the  construct  of  fatalism  in  women  with  breast 
cancer:  Stoic  resignation  versus  spirituality  focused  acceptance”.  Degree  granted  June  17,  2000. 

Project  4 

Karen  Sepucha,  Ph.D.  in  Engineering-Economic  Systems  and  Operations  Research,  Stanford 
University.  Dissertation:  “Consultation  Recording  Methods  to  Facilitate  Collaborative  Decision 
Making  in  Breast  Cancer.” 

Other  Reportable  Outcomes 

Project  3 

1.  Development  of  an  artificial  neural  network  regression  model  to  provide  individual  post- 
surgical  disease-specific  predictions  of  survival  and  recurrence. 

2.  Development  of  table  for  medical  complications  due  to  Tamoxifen  use. 

3.  Development  of  side-effects  table  for  CMF  and  AC  chemotherapy. 

Pilot  A 

Informatics  and  Databases: 

1 .  Development  of  patient  clinical  database  to  determine  trial  eligibility 

2.  Development  of  Bay  Area  Breast  Cancer  specialist  care  providers 

3.  Patient  clinical  and  outcome  data 
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CONCLUSION 


The  DOD  Center  grant  allowed  the  creation  of  an  interdisciplinary  center,  where  the  providers 
function  as  a  team  to  serve  the  needs  of  our  patients.  The  integration  of  physicians  across 
disciplines  has  led  to  significant  improvements  in  the  management  of  patients.  This  is  turn  has 
led  to  an  increase  in  clinical  trial  accrual,  more  attention  at  the  time  of  diagnosis  and  decision 
making,  and  fewer  and  a  more  appropriate  number  of  follow-up  visits,  as  well  as  greater  patient 
satisfaction. 

Through  the  support  of  the  grant,  we  created  extensive  educational  materials,  all  of  which  are 
web  accessible,  and  a  new  framework  for  involving  patients  and  physicians  in  a  collaborative 
decision  making  process.  We  created  a  database  that  serves  to  link  clinical  information  and 
clinical  research.  We  created  programs  to  serve  the  needs  of  patients  based  on  the  stage  of  their 
breast  problem  (prevention  to  metastatic  care)  and  a  longitudinal  program  for  disease 
management.  For  example,  we  have  demonstrated  that  a  team  of  expert  providers  can  minimize 
interventions  and  maximize  cancer  diagnosis  and  streamline  the  process,  so  that  the  diagnostic 
process  takes  no  more  than  1-2  days  and  the  total  number  of  surgical  interventions  is  minimized. 

We  are  currently  in  the  process  of  automating  work  flow  to  manage  the  tasks  better  for  both 
providers  and  patients.  We  have  used  Project  3  to  develop  a  method  to  review  all  new  patients 
and  project  life  expectancy,  impact  of  breast  cancer  and  therapeutic  interventions  to  use  as  a 
decision  making  tool  for  all  patients.  We  also  use  it  as  a  teaching  tool  for  tumor  board 
conference.  We  have  generated  an  environment  that  successfully  integrates  clinical  trials  into  all 
stages  of  breast  cancer  treatments..  Our  program  volume  has  grown  from  1 50  patients  per  month 
to  1000  patients  per  month,  and  from  3  active  clinical  trials  to  33  active  clinical  trials.  We 
successfully  completed  a  lifestyle  intervention  and  personal  support  clinical  trial  and  showed  that 
women  adjust  better  in  the  long  run  when  they  receive  more  psychosocial  intensive  intervention 
around  the  time  of  their  diagnosis. 

The  DOD  center  grant  has  been  instrumental  in  the  creation  of  a  vibrant  center,  has  led  to  the 
creation  of  new  decision  making  and  educational  tools,  many  publications,  and  several 
submissions  for  new  center  and  investigator-initiated  grants. 
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Appendix  A 


i  CENTER 

J_j  newsletter 


TALKING  SPACE 


Dr.  Esserman  (right)  in  conversation  with 
Resource  Director  Keren  Stronach. 


Laura  J.  Esserman,  M.D.,  MBA 
Director,  Carol  Franc  Buck  Breast  Care  Center 


We  are  now  settled  into  our  new  space  on  the  2nd  floor  of  the  UCSF  Comprehensive  Cancer  Center  at 
,  1600  Divisadero  Street.  It  is  great  to  be  able  to  just  walk  around  the  corner  in  order  to  consult  with  the  pathol¬ 
ogists,  the  radiologists,  the  genetic  counselors,  or  any  of  our  clinicians  from  all  of  the  specialties.  Our  surgical 
procedures  are  being  performed  at  Mt.  Zion  hospital,  where  our  patients  can  get  the  personal  touch  they  are 
accustomed  to.  At  last,  most  of  the  pieces  of  our  clinical  concept  are  in  place. 

Over  the  coming  months,  you  will  notice  some  changes  in  the  way  we  organize  follow-up  appointments.  Because 
so  many  of  the  questions  and  problems  that  arise  after  treatment  involve  menopausal  symptoms  and  quality-of-life 
issues,  we  are  excited  that  Dr.  Mindy  Goldman  has  joined  our  team.  Mindy  is  a  gynecologist  with  a  special  interest 
in  issues  of  concern  to  breast  cancer  survivors. 

Rather  than  have  several  appointments  with  many  different  providers,  we  will  assign  everyone  to  one  provider  after  a 
year  out  from  treatment.  The  purpose  of  this  is  to  teach  patients  what  to  look  for,  make  sure  no  one  is  worrying 
unnecessarily  about  symptoms,  make  certain  patients  are  getting  the  appropriate  studies,  and  identify  side  effects  or 
symptoms  that  we  can  make  better.  If  problems  arise,  patients  will  immediately  see  the  most  appropriate  clinician 
on  their  designated  team. 

We  also  will  be  hosting  two  2-hour  sessions  with  all  of  our  providers,  which  will  be  open  to  any  of  our  patients  to 
come  arid  ask  questions.  We  hope  that  you  will  all  feel  free  to  come  and  take  advantage  of  these  sessions.  We  find 
that  many  patients  have  similar  questions  and  would  benefit  from  hearing  what  others  are  asking  about. 

Our  goals  are  to  give  our  patients  the  best  care,  make'  sure'  they  do  not  have  excessive  appointments  or  wait  times, 
and  systematically  track  complications  and  outcomes.  As  you  know,  we  are  committed  to  the  team  concept  at  the 
Breast  Care  Center,  where  every  one  of  us  has  the  same  goals  for  your  recovery  and  care. 

We  hope  you  enjoy  this  issue  of  the  newsletter.  If  you  have  questions  or  topics  you  would  like  us  to  write 
about,  please  contact  Sarah  Paris  at  (415)  885-7323  or  sarah.paris@ucsfmedctr.org.  We  are  especially  looking 
for  more  stories  from  our  patients’  point  of  view.  ■ 


“Si. 


i  i 


■  J’ 
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NEW  CLINICAL  TRIAL: 

THE  SOY-TAMOXIFEN  PREVENTION  TRIAL 
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by  Laura  J.  Esserman,  MD,  MBA 

Measuring  the  long-term  impact  of  specific  drugs  on  the  development  of  breast  cancer  can  take 
years  or  even  decades  and  cost  millions  of  dollars.  In  this  study,  we  are  instead  going  to  look  at 
markers  of  risk  to  see  whether  drugs  like  tamoxifen  or  natural  substances  like  soy  can  affect  these 
markers. 

What  is  a  biologic  marker  of  risk?  It  is  different  from  risk  factors.  Risk  factors  refer  to  characteris¬ 
tics  that  are  more  common  in  women  who  have  a  particular  disease.  In  the  case  of  breast  cancer, 
known  risk  factors  include  a  family  history  of  cancer,  a  history  of  alcoholism,  early  age  of  menar- 
che  (time  of  starting  menstruation),  late  menopause,  no  children  or  late  child  bearing.  However, 
about  half  of  the  women  who  get  breast  cancer  do  not  have  any  of  these  risk  factors.  Furthermore, 
risk  factors  are  often  conditions  that  cannot  be  influenced,  so  they  do  not  help  us  to  design  pre¬ 
vention  studies. 

Biologic  markers,  on  the  other  hand,  can  often  be  changed.  They  can  be  measured,  and  we  are 
just  beginning  to  understand  which  ones  are  meaningful  for  predicting  breast  cancer  risk.  One 
marker  that  has  emerged  is  breast  density.  This  can  be  measured  by  mammography  as  well  as  by 
other  studies.  It  is  something  that  can  be  changed.  Another  marker  that  looks  very  promising  is 
the  finding  of  atypical  or -abnormal  cells  from  some  kind  of  breast  biopsy  or  from  ductal  lavage 
(getting  fluid  from  the  milk  ducts).  Yet  another  marker  may  be  the  serum  hormone  levels.  These 
may  be  important  not  only  in  predicting  who  is  at  higher  risk  for  breast  cancer  but  who  is  likely 
to  benefit  from  therapies  such  as  tamoxifen. 

Our  Soy-Tamoxifen  Trial  is  designed  to  see  whether  soy  or  tamoxifen,  when  taken  for  6  months, 
can  change  breast  density  or  the  types  of  cells  that  are  found  in  the  breast  ducts.  We  are  also  going 
to  draw  blood  to  measure  serum  hormone  levels  to  hopefully  help  us  to  figure  out  whether  some 
women  benefit  more  than  others  from  soy  or  tamoxifen. 

This  first  study  is  for  premenopausal  women  with  dense  breasts  who  are  at  higher  risk  for  devel¬ 
oping  breast  cancer.  Women  who  participare  will  have  a  50%  chance  of  being  assigned  to  soy,  a 
25%  chance  of  being  given  tamoxifen,  or  a  25%  chance  of  being  given  a  placebo.  The  study  will 
go  on  for  only  6  months,  after  which  participants  are  free  to  pursue  whatever  therapy  they  choose. 

There  is  a  great  need  to  get  more  information  on  how  soy  works.  Many  people  assume  that  it  pre¬ 
vents  breast  cancer,  but  this  is  not  yet  proven.  Please  call  our  Prevention  Program  at  (415)  353- 
7029  for  more  information  or  if  you  would  like  to  participate  in  one  of  our  prevention  studies.  ■ 

OUR  DIGITAL  MAMMOVAN-  FIRST  IN  THE  WORLD 


by  Meridithe  Mendelsohn 


'  Photo  courtesy  of  Ca’Iumet  Coach  Inc. 
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Many  of  our  patients  still  remember  the  old  UCSF  mammovan,  which 
the  Department  of  Radiology  operated  from  1985  to  1998  in  order  to 
provide  a  mobile  mammography  service.  The  van  was  retired  in  1998 
due  to  financial  hardship  brought  about  by  changes  in  mammography 
availability  and  in  the  reimbursement  rules  of  managed  care. 

Medicare  reimbursement  rates  for  mammography  remain  low,  while 
costs  per  mammogram  are  increasing.  Recent  studies  found  that  access 
to  mammography  services  is  a  problem  for  a  significant  number  of 
women.  Many  smaller  mammography  sites  are  closing.  The  Breast 
Care  Center  has  been  fundraising  for  over  a  year  to  put  a  new,  state-of- 
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the-art  digital  mammography  van  into  service  to  increase  the  accessibility  of  mammograms  for  underserved 
women  in  our  area.  Through  our  own  fundraisers,  such  as  "Taste  for  the  Cure",  and  through  the  generous 
contributions  of  the  organizations  listed  below,  as  well  as  many  individual  donors,  we  were  able  to  raise  all  the 
funds  needed  to  buy  the  van  and  begin  our  first  year  of  operation.  Our  new  digital  mammography  van  will  be 
equipped  with  the  latest  technology  from  General  Electric.  It  will  begin  service  early  this  summer.  This  will  be 
the  first  digital  mobile  mammography  van  in  the  world! 

Our  mobile  mammography  program  will  provide  a  much  needed  public  health  service  to  both  uninsured  and 
under-insured  women.  The  program  will  be  coordinated  through  the  collaborative  efforts  of  the  Breast  Care 
Center  and  a  consortium  of  community  groups  and  state-funded  early-detection  and  treatment  programs. 

Our  mobile  mammography  van  program  will  include  a  comprehensive  tracking  system  that  monitors  the  result 
of  screenings  and  the  outcome  of  recalls  for  abnormal  mammograms.  _ 

In  its  first  year,  the  UCSF  mammovan  will  focus  on  providing  breast  cancer  screening  services  to  low  income 
and  minority  women  of  all  ages  in  San  Francisco,  starting  in  Bay  View/Hunter’s  Point  and  the  Western 
Addition.  Our  intention  is  to  build  and  implement  the  system  here  and  then  to  extend  the  model  to  neigh¬ 
boring  counties  in  subsequent  years.  During  the  initial  year,  the  van  is  slated  to  perform  approximately  2,500 
screeiiing  mammograms  In  subsequent  years,  the  van  will  provide  over  5000  mammograms  per  year  to 
women  all  over  the  Bay  Area. 

A  big  thank-you  to  the  Gap  Foundation,  whose  extremely  generous  grant  enabled  us  to  purchase  the  van  and  the  equipment.  We 
also  wish  to  thank  the  following  organizations  for  their  support  of  the  Mammovan  project:  Mount  Zion  Health  Fund,  The 
Komen  Foundation!  Kristi  Yamaguchi's  Always  Dream  Foundation,  The  Vadasz  Family  Foundation,  Universal  CarefStrike  Out 
Breast  Cancer,  Aetna,  Cinlexico  Foundation,  Lifetime,  Jones  International  Networks! KRTY,  Crow  Canyon  Women 's  Golf 
Association,  Shorenstein  HayslMama  Mia  Productions,  Peninsula  Charitable  Events,  Oxygen,  and  Chicks,  Cheers  and  Charities. 
Generous  in-kind  support  was  provided  by  AT&T  Broadband  and  the  American  Cancer  Society.  ■ 

"SMART  PROBE”  TO  BE  TESTED  AT  BCC 
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The  pain  associated  with  biopsies  and  the  anxiety  while  waiting  for  the  results  might  soon  be  avoided,  thanks 
to  a  new,  minimally  invasive  diagnostic  tool;  a  needle  probe  designed  to  distinguish  between  normal  and  can¬ 
cerous  tissue. 

“Smart  Probe”  is  a  new  biopsy  tool  designed  to  assist  with  more  accurate  breast  cancer  detection.  It  has  been 
developed  by  San  Jose-based  BioLuminate,  Inc,  in  partnership  with  Lawrence  Livermore  National  Laboratory. 
The  technology  was  licensed  from  NASA  and  was  originally  designed  to  analyze  soil  samples  on  other  planets. 
The  probe  removes  no  tissue,  yet  it  is  hoped  that  it  will  achieve  accuracy  levels  comparable  to  fine  needle 
aspiration  and  surgical  biopsies  in  detecting  cancerous  cells. 

The  “Smart  Probe”  would  be  used  after  a  mammogram  or  physical  exam  has  detected  a  possible  malignant 
lump.  It  will  be  inserted  into  the  tissue  and  guided  to  the  suspicious  region.  Its  needle  is  smaller  than  the 

I  CONT.  ON  NEXT  PAGE  1 
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Photo:  Marina  Kenzer 


I  SMART  PROBE  CONT.  I 


needle  used  in  routine  blood  tests,  so  no  or  very  little  anesthetic  would  be  necessary.  Sensors  on  the 
tip  of  the  probe  measure  optical,  electrical  and  chemical  properties  that  are  thought  to  differ 
between  healthy  and  cancerous  tissues.  Tissue  measurements  are  made  in  real  time,  in  both  normal 
and  suspect  tissue.  The  results  will  be  displayed  instantly  on  a  computer  screen. 

The  first  clinical  tests  of  the  “Smart  Probe”  are  going  to  be  held  this  Summer  at  selected  sites  in 
Northern  California,  .including  our  Breast  Care  Center.  Says  BCC  Director  Dr.  Laura  Esserman: 
“The  ‘Smart  Probe’  is  an  exciting  combination  of  several  technologies.  We  hope  it  will  allow  us  to 
simplify  the  evaluation  of  breast  lumps  and  abnormal  mammograms.  This  is  early  in  the  process, 
and  a  lot  of  hard  work  lays  ahead,  but  the  potential  is  there  for  a  tool  that  will  really  help  patients 
and  their  physicians.” 

The  company  is  targeting  the  year  2003  for  a  commercially  available  product.  If  early  studies  show 
promise,  the  “Smart  Probe”  could  also  be  used  on  prostate,  lung,  colon,  cervical  and  brain  cancer 
patients  to  detect  malignancies  and  to  deliver  and  monitor  treatment.  ■ 


INTRODUCING  DR  CHERYL  EWING 


are  very  happy  to  welcome  Dr.  Cheryl  Ewing  at  the  Breast  Care  Center  as 
an  Associate  Clinical  Professor  of  Surgery. 


Dr.  Ewing  completed  her  residency  at  Saint  Joseph  Hospital  (Univ.  of 
Michigan  Affiliate)  and  her  surgical  oncology  fellowship  at  the  University 
of  Chicago.  After  her  fellowship,  she  joined  the  faculty  at  the  University 
of  Chicago  as  an  Assistant  Professor  of  Surgery.  She  became  a  member  of 
the  Comprehensive  Breast  Program,  where  she  was  eventually  appointed  is 
Director.  She  has  written  a  number  of  articles  and  a  book  chapter  on  breast  disease  and  treatment. 
Dr.  Ewing  was  the  Principal  Investigator  at  the  University  of  Chicago  for  the  NCI-sponsored  Breast 
Cancer  Prevention  Trial  (PI),  and  she  has  participated  in  basic  science  research  evaluating  the  rela¬ 
tionship  of  oncogenes  in  colon  cancer. 

Dr.  Ewing  then  moved  to  Santa  Fe,  N.M.  to  join  a  private  practice  group.  Continuing  her  interest 
in  breast  diseases,  she  was  particularly  active  in  promoting  standards  of  excellence  for  breast  cancer 
surgery  and  for  volunteer  service.  Her  wide  experience  in  breast  surgery  includes  skin-sparing  mas¬ 
tectomy  and  sentinel  lymph  node  biopsy  for  breast  cancer  and  melanoma. 

Feeling  eager  to  return  to  an  academic  environment,  she  was  happy  to  respond  to  our  recruitment 
and  join  the  Breast  Care  Center.  Among  her  strong  clinical  interests  are  breast  cancer  risk,  preven¬ 
tion,  and  early  detection.  She  is  also  interested  in  establishing  a  lymphedema  program  at  the 
Cancer  Center  for  the  treatment  of  cancer-related,  secondary  lymphedema  and  to  investigate  the 
many  unanswered  questions  related  to  lymphedema.  We  look  forward  to  adding  this  much  needed 
service  to  our  program  and  will  tell  you  more  about  it  in  our  next  newsletter. 

Dr.  Ewing  believes  in  providing  the  highest  standard  of  care  to  patients,  and  to  include  patient  edu¬ 
cation  and  compassion  in  her  care.  As  her  colleagues  in  Chicago  told  us,  we  are  very  lucky  to  get 
her.  We  are  thrilled  that  she  joined  our  team  and  is  contributing  not  only  her  skills  and  expertise, 
but  her  great  energy  and  ever  present  smile!  ■ 
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RECENT  FINDINGS  IN  BREAST  CANCER  DRUG  RESEARCH: 

Commentary  on  the  San  Antonio  Breast  Cancer  Symposium  2000 


by  Debu  Tripathy,  M.D. 

A  number  of  new  drugs  were  discussed  in  December  in  San  Antonio: 

Aromatase  Inhibitors-  Hormonal  therapies  control  cancer  growth  in  advanced  breast  cancer. 
However,  there  didn't  seem  to  be  a  clear  “winner”',  until  a  new  class  of  drugs,  called  aromatase 
inhibitors,  were  developed.  These  drugs  were  initially  designed  to  bring  estrogen  levels  down  in 
postmenopausal  women.  It  is  in  these  women  that  higher  levels  of  estrogen  carry  a  risk  for  the 
development  of  new  cancer,  or  of  recurrence  in  those  that  have  already  developed  cancer.  Aromatase 
inhibitors  suppress  the  enzyme  that  converts  androgens  to  estrogens.  Once  the  ovaries  stop  making 
estrogen,  the  body  still  produces  it,  largely  from  fatty  tissue,  where  this  enzyme  is  present. 

Therefore,  aromatase  inhibitors  work  well  to  reduce  estrogen  production  in  postmenopausal 
women.  These  drugs  have  been  approved  for  patients  who  are  no  longer  responding  to  tamoxifen. 
They  carry  relatively  little  risks,  and  the  side  effects  are  mild  (some  hot  flashes).  A  series  of  studies 
have  been  done  to  compare  aromatase  inhibitors  to  tamoxifen  as  a  first-line  therapy  for  advanced 
breast  cancer.  They  showed  a  significant  difference  in  response  and  duration  of  response  in  favor  of 
aromatase  inhibitors. 

The  next  step  will  be  to  see  if  using  aromatase  inhibitors  can  help  lower  the  risk  of  recurrence  for 
early-stage  breast  cancer  when  given  instead  of  or  in  addition  to  tamoxifen.  These  are  being  done 
with  all  of  the  aromatase  inhibitors  already  approved  for  advanced  breast  cancer  in  the  United 
States,  anastrozole  (Armidex),  letrozole  (Femara),  and  exemestane  (Aromasin). 

Endostatin-  Out  of  20  patients  treated,  preliminary  results  show  no  response  to  Endostatin.  This  is 
an  anti-angiogenic  drug  which  inhibits  the  formation  of  blood  vessels,  which  are  necessary  for 
tumors  to  grow.  The  great  recent  promise  of  anti-angiogenic  drugs  has  not  been  realized  in  humans, 
although  Judah  Folkman  at  Harvard  has  had  some  great  success  in  animal  models.  VEGF  (vascular 
endothelial  growth  factor)  is  a  molecule  in  the  body  that  triggers  the  formation  of  blood  vessels.  An 
antibody  to  VEGF  has  been  tested  in  trials  of  breast,  lung  and  colon  cancer  with  some  fleeting  suc¬ 
cess  to  date  -  about  10%  of  patients  had  transient  responses.  A  new  study  will  compare  chemother¬ 
apy  alone  with  chemotherapy  plus  VEGF  antibody.  The  strategy  of  combining  anti-angiogenic 
agents  with  existing  therapies  is  likely  to  yield  better  results  than  we  have  had  to  date  with  the 
angiogenic  drugs  alone. 

Iressa-  Growth  factor  receptors,  like  HER2/neu,  are  proteins  that  sit  on  the  surface  of  cells,  and  are 
important  in  cell-to-cell  communication.  When  these  growth  factors  go  a\vry,  they  can  sometimes 
lead  to  abnormal  growth  and  ultimately  to  cancer.  The  HER2/neu  oncogene  is  present  in  abnormal 
amounts  in  20  to  30%  of  breast  tumors.  By  attacking  the  growth  factor  receptor  with  an  anti¬ 
body,  in  this  case  Herceptin,  one  can  stop  the  abnormal  process  in  patients  whose  tumors  make 
HER2/neu.  Other  growth  factor  receptors  may  respond  in  the  same  way  as  HER2/neu,  and  phar¬ 
maceutical  companies  are  doing  research  to  find  them.  One  is  now  in  clinical  trials.  An  inhibitor 
of  the  epidermal  growth  factor  receptor  (EGFR)  named  "Iressa",  it  has  been  found  to  be  effective  in 
the  treatment  of  lung  cancer,  but  is  also  being  looked  at  for  breast  cancer.-  Iressa  will  also  be  tested 
in  combination  with  Herceptin  in  an  attempt  to  dually  block  the  two  receptors  EGFR  and 
HER2/neu. 

Meanwhile,  the  controversy  over  Taxol  continues:  At  the  current,  time,  we  must  assume  that  anyone 
with  positive  lymph  nodes  may  derive  some  benefit  from  Taxol.  The  benefit  appears  to  be  less  if  the 
tumor  is  estrogen  receptor  (ER)  positive,  but  we  can't  exclude  the  possibility  of  a  benefit  even  in 
these  cases.  If  the  patient  is  ER  positive  and  has  only  a  few  positive  nodes,  the  benefits  of  Taxol  are 
unclear.  If  the' patient  is  ER  negative  and  has  many  nodes,  Taxol  may  actually  lower  the  recurrence 
risk  by  as  much  as  5  to  10%  over  five  years.  Women  with  negative  nodes  should  not  be  given  Taxol 
outside  of  clinical  trials.  ■ 
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Dear  Stranger,  Dearest  Friend 
by  Laney  Katz  Becker 

t 

i 

Dear  Stranger,  Dearest  Friend  is  an  inti 
mate  portrait  of  two  complete 
strangers  who  become  soul  mates 
across  hundreds  of  miles.  The  novel 
tracks  the  e-mail  relationship 
between  Lara,  a  sophisticated  New 
Yorker  and  Susan,  a  steady, 
no-nonsense  Midy^esterner.  Lara 
logs  bn  to  a  breast  cancer  board 
in  a  panic  after  discovering  a 
lump.  Susan,  a  breast  cancer 
survivor,  writes  back  to  her. 

,What  begins  as  a  chance 
encounter  on  the  Internet 
develops  into  a  very  special 
relationship.  As  their  e-mail 
messages  run  back  and 
forth,  Susan  and  Lara  begin 
to  talk  of  husbands  and 
children,  dreams  and  fears, 
the  daily  cycle  of  success  and 
setback.  When  a  devastating 
crisis  arises,  the  two  woman 
are  there  for  each  other, 
through  tragedy  and  triumph. 

Their  emotions  and  humor  as 
they  solve  each  new  problem 
makes  this  a  highly  readable 
book  for  anyone.  Laney  Katz 
Becker  has /taken  the  scary 
subject  of  breast  cancer  and  put  it 
into  the  bite-size  pieces  of 
information.  ■ 


ALENDAR 


The  Bay  Area  Breast  Cancer  Forum 

This  is  a  monthly  gathering  of  health  care  providers,  researchers,  patients, 
patient  advocates,  friends  and  families.  Topics  are  varied,  but  the  emphasis 
is  on  clinical  trials  and  research.  The  meeting  takes  place  on  the  second 
Wednesday  of  the  month  in  Conference  Room  1  on  the  3rd  Floor  of  the 
new  UCSF  Comprehensive  Cancer  Center  at  1600  Divisadero.  At 
6:00pm,  there  is  a  light  dinner;  from  6:30-8:00pm  a  discussion  led  by  Dr. 
Debu  Tripathy.  Please  contact  Fern  Hassin  at  (415)  885-3738  for  more 
information. 

Pain  Management  Discussion  -  May  28,  2001 

Carole  Grubb,  Clinical  Psychiatric  Nurse,  and  Dr.  Catherine  Bowman, 
Psychologist,  from  the  UCSF/Mount  Zion  Pain  Management  Clinic  will 
be  leading  a  discussion  on  chronic  pain  and  how  it  affects  different  aspects 
of  life.  The  discussion  will  take  place  at  the  Ida  and  Joseph  Friend  Cancer 
Resource  Center  on  2356  Sutter  Street.  Topics  will  include: 

•  Gaining  a  sense  of  control  and  empowerment  over  your  pain. 

•  How  stress  management  is  related  to  chronic  pain. 

•  Depression  resulting  from  feelings  of  helplessness 
or  lack  of  control,  and  how  to  avoid  it. 

•  Biofeedback  and  other  stress  management  tools. 

Acupuncture 

The  Breast  Care  Clinic  is  currently  offering  acupuncture  to  all  patients. 
Our  acupuncturist,  Beverly  Burns,  MS,  LAc,  is  available  on  Tuesday  morn¬ 
ings  from  8am  to  12pm.  Beverly  specializes  in  alleviating  a  variety  of 
symptoms  as  well  as  the  side  effects  of  chemotherapy  and  radiation 
through  acupuncture. 

The  initial  session  with  Beverly  is  90  minutes  and  each  follow-up  visit  is 
60minutes.  Payment  is  due  at  the  time  of  service,  although  billing  sheets 
are  available  for  insurance  reimbursement  purposes.  If  you  would  like 
more  information  or  wish  to  schedule  an  appointment,  call  the  Breast  Care 
Clinic  at  353-7070  and  ask  for  Sonia.  ■ 


INKS  IN  THE  CHAIN 


www.cancersupportivecare.com 

A  team  which  includes  UCSF  Cancer  Center  oncologist  Dr.  Ernest 
Rosenbaum  and  Stanford  psychologist  David  Spiegel  established  a  cancer 
supportive  care  site  to  help  cancer  patients  face  issues  such  as  fear,  isola¬ 
tion,  anxiety,  depression,  fatigue  and  pain.  The  Cancer  Supportive  Care 
website  was  started  in  May  1999,  and  it  has  been  providing  education  and 
support  to  a  world-wide  audience.  The  main  goal  of  the  CSCP  is  to 
improve  the  quality  of  life  for  cancer  patients  through  a  rehabilitation  pro¬ 
gram,  to  help  reduce  side-effects  of  cancer  and  cancer  therapy,  and  to  help 
patients  regain  physical  and  functional  status. 

An  overview  course  discusses  information,  including  how  to  use  the 
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Internet  and  a  review  of  psychological  problems,  nutrition,  exercise,  reduction  of  fatigue  and  phar¬ 
macological  control  of  treatment  side-effects. 

Educational  classes  and  workshops  discuss  patients  needs.  Topics  include  coping  with  cancer, 
depression,  will  to  live,  sleep  problems,  intimacy  and  sexuality,  nutrition,  pain  control  and  how  to 
reduce  fatigue. 

www.ffiend2friend.org 

Shop  on-line  at  the  brand  new  website  of  “Friend  to  Friend”,  the  specialty  giffshop  at  the  UCSF 
Comprehensive  Cancer  Center.  “Friend  to  Friend”  offers  books,  cards,  hats,  sleep  wear,  and  many 
other  gift  items  designed  for  the  special  needs  of  cancer  patients. 
www.cancer-pain.org 

The  Association  of  Cancer  Online  Resources  (ACOR),  the  largest  online  community  of  cancer 
patients,  has  launched  a  new  website,  Cancer-pain.org,  to  provide  cancer  patients  with  the  educa¬ 
tion  and  support  they  need  to  obtain  effective  relief  from  pain. 

Cancer-pain.org  features  sections  on  the  causes  of  pain,  breakthrough  cancer  pain,  pain  treatment 
options,  and  tools  to  help  cancer  patients  communicate  effectively  with  physicians  about  their  pain. 
The  web  site  also  has  a  complete  list  of  medications  available  to  treat  pain,  information  about  com¬ 
plementary  and  alternative  methods  of  pain  control,  and  a  section  devoted  to  the  special  needs  and 
issues  of  caregivers.  In  addition,  Cancer-pain.org  has  an  interactive  section  where  patients  and  care¬ 
givers  can  exchange  information. 

The  Natural  Pharmacist  /  www.tnp.com 

The  Natural  Pharmacist  is  a  commercial  but  quite  user-friendly  site  that  is  helpful  for  patients  seek¬ 
ing  background  information  about  alternative  treatments,  especially-herbs  and  supplements.  It  it 
one  of  the  better  sites  of  its  kind  on  the  net;  for  instance,  it  provides  references  and  information  on 
double-blind  randomized  trials,  rather  than  just  anecdotal  findings. 

However,  the  site  does  not  provide  a  lot  of  information  about  possible  interactions  between,  for 
instance,  chemotherapy  and  herbs.  It  is  very  important  that  you  inform  your  doctor  and/or  your 
pharmacist  when  you  take  herbs  or  supplements  and  that  you  ask  them  about  possible  interactions.  ■ 

QUESTIONS  FROM  OUR  PATIENTS 


Q:  My  doctor  prescribed  tamoxifen  to  reduce  the  risk  of  a  recurrence.  What  are  the  benefits  and 
side-effects? 

A:  The  hormone  estrogen  can  accelerate  the  growth  of  breast  tumors.  Tamoxifen  is  an  anti-estrogen 
that  mimics  estrogen.  Tamoxifeh  has  been  shown  to  reduce  the  recurrence  of  breast  cancer,  reduce 
the  chances  of  cancer  spread  or  metastasis,  and  reduce  the  development  of  cancer  in  the  opposite 
breast.  Although  tamoxifen  does  not  cure  advanced  breast  cancer,  the  medication  can  control  can¬ 
cer  growth  for  some  time  and  improve  the  quality  of  life 

In  addition  to  blocking  the  effects  of  estrogen,  tamoxifen  also  has  estrogen-like  effects  on  other  parts 
of  the  body.  Some  of  these  are  positive,  while  others  may  be  problematic.  Due  to  its  estrogen-like 
activity  and  cholesterol-lowering  effects,  tamoxifen  may  decrease  heart  problems;  especially  after 
menopause.  In  addition,  tamoxifen  can  increase  bone  density  and  reduce  osteoporosis  and  bone 
fractures. 

Tamoxifen  may  cause  hot  flashes.  It  can  also  speed  up  endometrial  cell  growth  in  some  women  and 
contribute  to  the  risk  of  uterine  cancer.  That  risk  is  low,  1.5%  after  5  years.  It  is  almost  always 
caught  early  and  is  found  because  women  develop  vaginal  bleeding.  Routine  monitoring  with 
annual  PAP  smears  is  recommended. 

Tamoxifen  may  also  increase  the  risk  of  stroke  and  of  developing  a  blood  clot  in  the  leg  or  lung. 
Patients  with  a  history  of  these  problems  should  not  be  on  tamoxifen.  ■ 
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SOME  FACTS  AND  FIGURES 
ABOUT  CANCER  CLINICAL  TRIALS 
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The  NCI  PDQ  Database 

The  most  comprehensive  database  of  cancer  clinical  trials  is  the  National  Cancer  Institute's  PDQ® 
database,  accessible  through  the  NCI  Web  site  CancerNet  (http://cancernet.nci.nih.gov) 

PDQ  includes  most  trials  sponsored  or  conducted  by  NCI.  It  also  includes  many  cancer  trials  spon¬ 
sored  by  pharmaceutical  companies,  medical  centers,  and  other  groups.  It  lists  both  active  studies 
(currently  enrolling  patients)  and  those  closed  to  enrollment. 

In  December  2000,  PDQ  contained  about  1,800  active  trials,  of  which  approximately  1,200  are 
sponsored  or  conducted  by  NCI.  Of  those,  about  1 10  are  for  breast  cancer.- 

You  can  search  PDQ  on  the  Internet  by  the  kind  of  cancer,  the  phase  of  the  trial,  the  type  or 
“modality”  of  treatment  (e.g.,  chemotherapy,  vaccine  therapy),  the  sponsorship  of  the  trial,  and  . 
other  search  criteria.  You  can  also  request  a  search  of  PDQ  by  calling  NCI's  Cancer  Information 
Service  at  1-800-4-CANCER. 

Some  NCI-sponsored  trials  may  not  appear  in  PDQ  because  it  is  not  mandatory  for  investigators  to 
submit  trials  to  the  database.  Trials  missing  from  PDQ  include  some  of  the  trials  funded  through 
NCI  grants  or  contracts  and  some  taking  place  at  NCI-designated  cancer  centers. 

Some  NCI-designated  cancer  centers  maintain  lists  of  their  own  clinical  trials  on  their  Web  sites. 
You  can  check  the  list  of  the  clinical  trials  at  the  UCSF  Cancer  Center  on  the  Internet  at 
http://cc.ucsf  edu/trials/index.html 

Older  People  in  Clinical  Trials 

Several  studies  have  found  that  older  people  are  under-represented  in  clinical  trials.  Women  over  65 
make  up  56.5  percent  of  all  patients  with  the  more  common  cancers  (lung,  breast,  colorectal,  ovari¬ 
an,  pancreas),  but  they  account  for  only  25.9  percent  of  patients  in  group  trials  for  these  diseases. 

Experts  have  suggested  several  possible  explanations: 

•  Research  focuses  on  aggressive  therapies,  which  may  be  thought  unacceptably  toxic  to  the  elderly. 

•  Older  people  more  often  have  other  health  problems  (co-morbidities)  or  have  had  an  earlier 
cancer  tjiat  bar  them  from  trials. 

•  Few  trials  are  specifically  designed  for  older  patients. 

•  Physicians,  patients  and  family  members  may  think  that  older  patients  are  less  likely  to  benefit 
from  and  less  able  to  tolerate  aggressive  treatment. 

•  Older  patients  are  more  likely  to  be  diagnosed  with  advanced-stage  disease,  and  more  trials  are 
designed  for  early-stage  disease. 

•  Older  patients  may  be  less  aware  of  medical  developments  and  less  likely  to  seek  out  clinical  trials. 

•  There  is  a  lack  of  financial,  logistic  and  social  support  for  participation  of  older  patients  in  trials.  ■ 
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FROM  THE  ADVOCATES 

MEMBER  SPOTLIGHT:  BAMBI  SCHWARTZ 


by  Linda  Vincent 

One  way  for  breast  cancer  patients  to  help  others  with  the  disease  is  to  become  an  advocate;  an 
activist  on  behalf  of  other  patients.  Our  San  Francisco  Advocacy  Core  (SFAC)  has  many  dedi¬ 
cated  volunteers.  One  of  them,  Bambi  Schwartz,  made  headlines  last  year  when  she  went  to 
Japan  to  climb  Mt.Fuji  with  other  American  and  Japanese  breast  cancer  survivors. 

Bambi  Schwartz  has  developed  a  patient  out¬ 
reach  program  at  a  San  Francisco  medical  cen¬ 
ter,  and  she  was  invited  to  help  develop  and 
implement  Mayor  Willie  Browns  Breast 
Cancer  Summit  Meeting  in  1 996,  as  well  as  a 
conference  on  sexuality  and  intimacy  in  breast 
cancer  in  1998. 

Bambi  has  been  a  tireless  advocate  for  the 
SFAC.  For  the  last  four  years,  she  has  worked 
as  a  community  representative  on  the  UCSF 
Institutional  Review  Board  of  the  Committee 
on  Human  Research,  which  reviews  research 
protocols  twice  a  month.  She  is  an  advocate 
member  of  the  Epidemiology  and  Biostat 
Core,  the  Mammography  Registry,  and  the 
Human  Tissue  Bank  and  Immuno-Pathology 
Core.  Her  involvement  with  the  Epidemiology 
Core  has  led  to  invitations  from  the  Core 
Director,  Dr.  Virginia  Ernster,  to  attend  a 
number  of  conferences. 

Bambi  continues  to  educate  herself  on  many  aspect  of  breast  cancer.  She  is  a  graduate  of 
Project  LEAD,  a  program  of  the  National  Breast  Cancer  Coalition  to  provide  science  and 
medical  education  to  patient  advocates,  and  she  has  gone  back  to  LEAD  for  refresher  courses 
in  1997  and  1998. 

The  San  Francisco  Advocacy  Core 

There  are  many  opportunities  to  be  involved  in  patient  advocacy  at  UCSF.  The  San  Francisco 
Advocacy  Core  (SFAC)  is  open  to  all  whose  lives  have  been  affected  by  breast  cancer  and  who 
are  willing  to  learn  and  pass  on  their  knowledge.  Advocates  who  volunteer  for  the  SFAC  are 
actively  involved  in  research  and  treatment  issues.  They  meet  on  Wednesday  mornings  to 
attend  the  Breast  Oncology  Program  (BOP)  scientific  lectures. 

SFAC  is  part  of  the  UCSF  SPORE  program.  SPORE  is  the  acronym  for  Special  Program  of 
Research  Excellence.  It  is  a  program  that  began  in  1992  as  a  result  of  an  advocate's  conversa¬ 
tion  with  the  then  head  of  the  National  Cancer  Institute  (NCI).  NCI  SPORE  grants  are  dis¬ 
ease-oriented;  currently,  there  are  six  breast,  two  gastro-intestinal,  three  lung,  four  ovarian,  and 
three  prostate/genito-urinary  SPORE  research  programs  in  cancer  research  institutions 
throughout  the  U.S.  The  aim  is  to  translate  basic  scientific  knowledge  into  clinical  trials  as 
quickly  as  possible.  Researchers  involved  with  SPORE  enlist  support  and  input  of  patient 
advocates  at  every  step,  from  the  laboratory  bench  to  treatment.  ■ 

For  more  information,  please  contact  Peggy  Devine  at  (415)  502-2986 lpdevine@cc.ucsf.edu 


Bambi  Schwartz  with  prayer  flags  on  Mt.  Fuji. 
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THANK  YOU  FOR  YOUR  SUPPORT 


Wi  wish  to  thank  the  following  benefactors  for  contributions  received  since  the  last  newsletter  appeared 
(October  2000  -  March  2001).  The  list  includes  special  contributors  to  the  Mammovan  project,  including 
donations  made  at  “Taste  for  the  Cure  2000”. 


Guardian  Angels 

500,000+ 

Pell  Family  Foundation 

250,000+ 

Robert  L.  and  Jane  P.  Kahan 

25,000+ 

Genentech 
Philip  C.  Stapleton 

5000+ 

Peggy  and  Tom  Clausen 
In  Honor  of  Helen  Higgins  & 
Kathleen  Kane 
Zoya  A.  Lukian 

2000+ 

Susan  and  Peter  Colby 
Michael  Endicott 
Lydia  Lukian 
Novartis 

1000+ 

Curtis  and  Robin  Caton 
Wei-Mun  Chu 
William  and  Lynn  Goree 
Gary  Heintz 
Carol  Lieberman 
Paula  Reynolds 

500+ 

Kristine  Erving 
Roger  and  Nisha  Gurnani 
In  Memory  of  Reshma 
Lalchandani 

William  and  Deborah  Harlan 
Amrit  Lalchandani 
In  Memory  of  Reshma 
Lalchandani 
Carol  Sperber 
Loretta  Strachowski 

200+ 

Kim  Daniels 

Andrea  Fishbach 

Linda  Gordon 

Barbara  Isackson 

Patricia  Lorenrzen 

Mimi  Lucas 

Remi  and  Ancell  Rubel 

Marianne  Tilds 

Roger  and  Wendy  Von  Oech 

David  and  Sherri  Wiesner 

In  Memory  of  Helaine  Wiesner 

100+ 

Priscilla  Abercrombie 
Barbara  Blair 
Tim  Burns 
Sharron  Cookson 
Dianne  Custer 
Karen  Fiss 


Victoria  Fleishhacker 
Federico  Genoese-Zerbi 
Mindy  Goldman 
Patsy  Gonzales 
F.  Hakimi 

Rick  and  Suzanne  Herrero 

Charles  Hickox 

Frances  Hildebrand 

Franklin  Ho 

Gayle  Hutton-Lewis 

Kim  O.  Joans 

Lauren  Zina  John 

Craig  Joyner 

Linda  Laskdwski 

Jane  Lindsay 

John  Mai 

John  McClain 

Matte  Milks-Martin 

Elizabeth  and  Steven  Mourning 

Ellen  Newman 

Andrew  and  Patricia  O'Donnell 

Janice  Parsons 

Douglas  Patterson 

Robert  and  Anne  Rosenfeld 

Edwin  Seipp 

Alice  Shaw 

Grace  Shulman 

Robert  and  Crystal  Silva 

Brenda  Solotzano 

Takashi  and  Fumiko  Tagawa 

Irving  and  Jeanne  Tapper 

Marylisa  Tencer 

Kim  Wallace 

Allen  and  Kathleen  Weiner 
Jonathan  Wong 
In  Memory  of  Reshma 
Lalchandani: 

Melanie  and  James  Gerace 
Mary-Ann  Hudson 
Nick  and  Anila  Lacuani 
Raj  Lalchandani 
Jane  Lee 

Norman  and  Caroline  Macleod 

Rodney  Morgan 

Earsh  Nandkeshwar 

Maha  Osman 

Dave  and  Sonica  Singhal 

Nancy  Wood 

In  Memory  ofGilda  Loetv: 
Hugo  and  Maria  'Villar- 
Voukelatos 

25-99 

Laurie  i^stin 
Aki  Baccus 
Dean  Ballback 
Robert  and  Lynda  Balzan 
Marcela  Barajas 
Nellie  Bates 
Cynthia  Beach 
E.A.  Blackmar 


Terry  and  Peter  Bloomsburgh 
Doris  Blum 

Pamela  and  Peggy  Brennan 
Heidi  Brevet 
Erica  Brevet-Stott 
Shannon  Broome 
Carolyn  Brungardt 
Coco  Brush 
Michelle  Bullard 
Tom  Butler 
Mary  Jo  Button-Tait 
Sharon  Carmichael 
Diane  Carr 
Dawn  Christensen 
Theresa  Clark 
Lisa  Considine 
Gloria  Corral 
'Delia  Blanco  Crawford 
Nancy  Dell'ergo 
Saurabh  and  Bhavna  Desai 
Lorraine  Dinits 
Peter  Dworkin 
Stephanie  Ellis 
Lynn  Christiansen  Esquer 
Susan  Finn 
Loudel  Flannery 
Terry  Fong 
Sharon  Ford 
Donald  Foster 
Joyce  and  Marvin  Friedman 
Evelyn  Garrett 
Lola  Giusti 
Kim  Graves 

Herbert  and  Susan  Grossman 

Ann  Groves 

Kelly  and  Mark  Hanley 

Jeri  Hart 

Kate  Himell 

Jane  Hirsch 

Irving  Hochman 

Dianne  Rochia  Holmquist 

Cheryll  Jackson 

Danielle  Jatlow 

Kathleen  Jee 

Anne  Knepell 

Carol  Lanes 

Katharine  Langdon 

Lisa  Lauer 

Marcia  and  Donald  Leach 
Jodell  Lesko 
Mary  Lucas 

Richard  and  Jeannette  Lynch 

Dorothy  McKenna 

Mary  Mills 

Jennifer  Minton 

Florence  and  Hochman  Moore 

Robert  Obuch 

Nancy  Williams  Olesen 

Cathy  Oleson 

Anne  Vels  Pierce 

Susan  Rabens 


Rachel  Randall-Jones 

Carol  Rayley 

Dolores  Reese 

Lorraine  Rosenblatt 

Terry  Rosenstock 

Valerie  and  Stephen  Rowe 

Mary  Ryan 

Joann  Ryan 

Cindy  Sachs 

Toby  Salk 

Rebecca  Silverstein 

Andrea  Spiegel 

Ada  Stack 

Susan  Stauffer 

Lynn  Staysa 

Maria  Suarez 

Linda  and  Frank  Tavaszi 

Marsha  Walters 

Sandra  Wandschneider 

Nola  Hylton  Watson 

Roberta  Webb 

Susan  Wolfe 

David  Woon 

Robin  Zammas 

In  Memory  of  Olive  Goodman: 
Valerie,  Ben  and  Family  Asaro 
Julia  Capella 

Edward  and  Rosalie  Frink 
Mary  Mills 
Dorothy  Mitcheletti 
Ernest  &  Elvira  Ronzani 
Mary  and  Peter  Stafforini 
Gemma  Zunino 
In  Memory  of  Reshma 
Lalchandani: 

Vlasta  and  James  Adams 
Nicholas  and  Joanne  Arcuri 
David  and  Susan  Benson 
Debra  and  Andrew  Carroll 
Sal  and  Harriet  Cefelu 
Michele  Cielecki 
Edward  and  Tticha  Diaz 
Geoffrey  and  Eileen  Knoerzet 
Klara  Marent 

Lowell  and  Susan  McAdam 
Robert  and  Laura  Mechler 
Naghmeh  Peseschkian 
In  Memory  ofGilda  Loetv: 
Wesfey  and  Mary  Asher 
Paige  Mader 
Ping  Huang 

Gunrher  Perdigao,  M.D. 

David  and  Susan  Benson 
Michele  Cielecki 
Sal  and  Harriet  Cefalu 
Edward  and  Tticha  Diaz 
Debra  and  Andrew  Carroll 
Geoffrey  and  Eileen  Knoetzer 
Lowell  and  Susan  McAdam 
Robert  and  Laura  Mechler 
Naghmeh  Peseschkian 
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PATIENT  PORTRAIT:  A  STRONG  SENSE  OF  FAITH 

by  Jeffery  Stoia 

One  Sunday  morning  in  August,  40-year-oid  Anne  Abruzzini  woke  up  to  feel  a  lump  in  her 
right  breast.  Her  husband  felt  it,  too.  The  night  before,  in  a  dream,  she  had  been  describing 
a  pain  in  her  breast  to  a  young,  blonde  woman  wearing  a  white  lab  coat.  She  didn't  recog¬ 
nize  the  woman,  although  months  later  they  would  meet. 

First  thing  Monday,  Anne  was  in  her  gynecologist's  office.  He  sent  her  for  a  mammogram 
and  to  see  a  surgeon  nearby.  The  appointment  was  for  Friday  afternoon,  and  at  5:00  p.m. 
she  was  the  last  patient  in  the  office.  He  wanted  to  send  her  home.  She  pressed  him  to  do  a 
biopsy.  Ten  days  later,  the  surgeon  told  her  she  had  cancer.  He  was  surprised  at  her  calm. 
The  tumor  was  large,  he  said;  he  urged  her  to  have  a  mastectomy  right  away. 

Anne  didn't  want  a  mastectomy.  She  went  to  an  oncologist  for  a  second  opinion.  In  the 
examining  room  next  to  hers,  she  overheard  his  conversation  with  a  teenage  girl  having 
chemotherapy.  “I  didn't  even  know  what  an  oncologist  was,”  she  said.  “But  the  girl  was  cry¬ 
ing  and  throwing  up.  The  doctor  was  matter-of-fact,  talking  with  the  mother.” 

“When  I'm  sick,”  Anne  told  her  husband,  I  want  someone  compassionate,  someone  who 
cares.” 

Since  she  was  a  child,  Anne  says,  she  has  had  a  strong  sense  of  faith-  a  question-and-answer 
relationship  with  God,  in  which  she  always  knew  her  questions  would  be  answered.  Her 
engineer  husband  calls  her  “an  independent  thinker.” 

From  hours  of  reading  in  libraries  and  bookstores,  she  realized  her  cancer  would  kill  her  in  a 
year  and  a  half  if  not  treated.  Three  qualities  were  essential  to  her  in  a  doctor:  excellent 
training,  faith  in  God,  care  and  compassion. 

A  physician  Anne  knew  recommended  Dr.  Laura  Esserman.  When  Anne  met  her,  she  felt 
Dr.  Esserman  was  the  woman  she  had  seen  in  her  dream.  There  was  an  instant  sense  of 
familiarity.  “It  was  as  ifl'd  heard  all  her  questions  before,”  Anne  said.  “It  was  a  very  com¬ 
forting  feeling.” 

Together  they  came  up  with  a  plan.  Mastectomy  was  ruled  out.  A  course  of  chemotherapy 
shrunk  the  tumor  until  it  could  be  excised  in  December.  When  the  margins  weren't  clear,  a 
second  operation  was  necessary  in  January. 

“The  worst  part  was  the  chemotherapy,”  Anne  recalled.  “I  lost  my  hair  and  my  memory.  I 
looked  like  a  mangled  dog.  It  slowed  down  the  oxygen  flow  to  my  brain,  so  I  had  trouble 
concentrating;  I  would  drive  in  to  the  city  and  park  my  car  in  the  garage,  and  then  forget 
what  it  looked  like.  I  would  put  a  sun  hat  on  the  back  seat  window  so  I  would  know  which 
car  was  mine.” 

After  the  second  operation,  Anne  and  her  husband  left  the  hospital,  stopped  for  a  sandwich 
and  got  back  to  their  hotel,  where  she  noticed  she  was  bleeding. 

“I  called  Laura,  who  was  in  the  middle  of  another  operation.  I  could  hear  her  say,  ‘Get  her 
in  here  right  away.’”  I  couldn't  have  anesthesia,  because  I'd  had  something  to  eat,  but  I 
stayed  very  still,  in  spite  of  the  pain.  Laura  sang  to  me  in  Spanish.” 

Today,  Anne  is  cancer-free.  She  is  grateful  for  her  supportive  family  -  her  husband  and  two 
sons,  14  and  10,  14  and  10  -  and  for  the  care  she  received  at  the  Breast  Care  Center. 

“God  brought  me  to  the  right  people,”  she  said.  “If  you  don't  reach  out.  He  won't  interfere. 
He  know  when  you're  ready  for  help.”  ■ 
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%  of  Tested  Patients  Positive  for  Mutations 


[35%]  (manuscript  in  prep) 


Resources/Tools  to  Improve  Service 

Model  to  Predict  Likelihood  of  Developing  Estrogen  Positive  Breast  Cancer  (Complete) 

Clinical  Trial  to  test  above  model  (in  progress) 

Surrogate  Markers  of  Breast  Cancer  Development  (Breast  Density,  Atypical  Lavage)-in  progress 

Development  of  Tailored  Risk  Assessment  based  on  Lavage,  Estradiol  Levels 
Trial  Development  for  above  (in  process) 

Additional  Personnel  to  participate  in  High  Risk  Program  (perform  lavage) 

Point  of  Care  Information  Systems  with  Decision  support.  Outcome  Tracking,  Clinical  Trial 
linkages,  and  feedback  on  performance  (benchmarks) 

Forms  on  following  pages: 

Intake 

Health  Questionnaire 
Patient  Concerns 

■  Exam  and  Assessment  Form  (including  Breast  Map  for  Patient) 

■  Clinical  Trial  and  Next  Step  form 
Educational  Brochure 


Same  Day  Assessment  Program 
Goals 

■  Rapid  assessment  of  diagnostic  abnormality 

■  Minimize  number  of  procedures  necessary  to  diagnose  cancer/assure  benign 
>  High  sensitivity  (identify  cancers  when  present) 

•  High  specificity  (avoid  biopsies  when  cancer  not  present) 

•  Minimize  use  of  operating  room  use  for  diagnostic  procedures 

■  Integrate  Diagnostic  Procedures  with  Cancer  Treatment  Procedures 

■  Coordinate  Care  so  that  Patient  Seamlessly  moves  to  appropriate  treatment 

■  Immediate  Support  for  New  Diagnoses  of  Breast  Cancer 

■  Refine  Follow-up  based  on  Triple  Assessment  Score 

Service  Program/  Processes/  Forms 

Identify  Patients  with  Birads  4  or  5  (Inside/Outside)  who  require  recall 
Identify  Patients  with  Birads  5  who  need  Evaluation  and  Biopsy 
Notification  of  Abnormal  Mammogram  within  3  days 
Recall  coordinated  with  Assessment  and  Biopsy 

Establish  Same  Day  Clinic  sessions  so  that  maximum  time  to  wait  for  assessment  is  3  days  from 
notification  of  screening  abnormality 

Same  Day  Assessment  Intake:  Make  sure  old  films,  prior  biopsy  reports  have  been  obtained  if 
any 

Same  Day  Assessment  Process: 

■  Exam  by  NP/surgeon 

•  Joint  review  with  radiologist 
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■  Core  Biopsy,  U/S  biopsy/  Palpable  directed  FNA  available  same  afternoon 

Preliminary  diagnosis  of  Mammographic  and  Palpable  Abnormalities  same  day 
Final  diagnosis  of  abnormalities  within  24  hours  of  first  visit 

Appointments  for  discussion/  New  Diagnosis  available  that  day  or  next  day  (MD  judgement) 

Analytic  Models 
Gail  Risk 

Family  History  Risk  Models 
Birads  Classification 
Triple  Assessment 


Quality  Measures/Benchmarks 
Mammography 
Cancer  detection  rate 
%  DCIS 

%  Tla(<0.5cm) 

%  Tib  (>0. 5cm,  <1. 0cm) 

%  Tic  (>1. 0  cm) 

%  T2  or  greater 
%  Node  Negative 

%  Node  Positive  (cytokeratin  only,  H&E  positive) 
Recall  Rates 

Cancer  to  Biopsy  Rate 
Successful  Needle  Localization 


[25  %] 

[5%] 

[15%] 

[25  %] 

[85%] 

[<25%,  <15%] 

[7%  Incident  Round; 
4%  Prevalent  Round] 
[35-40%  Core] 

[98%] 


Cytology: 

Cancer  to  Biopsy  Rate  [25-30%] 

Minimize  Insufficient  Diagnoses  [<10%] 

Minimize  False  Negative  (return  with  cancer  within  1  year)  [<5%] 


Integrated  Program 

Excisional  Cancer  to  Biopsy  Rate  [90%] 

Identify  Patients  who  could  forego  further  biopsy  [20%] 

24  hour  diagnosis  for  pt.  with  mammogram  Birads  4  or  5  [85%] 

Minimize  Total  Procedures  for  Cancer  Diagnosis  (past  screen)  [1.5] 


Resources/  Measures  Identified  to  Improve  Service 

More  technologists  to  improve  throughput  (QI  process  initiated) 

Touch  preps  of  core  biopsies 

Improved  communication  with  Primary  Providers  to  inform  them  of  service 
Process  Improvement  Project  to  Improve  Pathology  Turnaround  time  for  cores 
(See  pathology  tracking  form) 

MRI  coil  and  Clinical  Trials  study  time  on  MRI  at  Breast  Center  Site 
Analysis  Tools: 
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a)  Define  Triple  Assessment  Score  (Score  of  1-3  each  based  on  Exam,  FNA/Core, 
Mammogram:  Benign,  Indeterminate,  Malignant) 

b)  Develop  reproducible  clinical  assessment  tool  (done,  see  form) 

Create  Cytology/Radiology/  Surgery  Integrated  Database  and  Data  Elements  to  capture  quality 
measures 

Point  of  Care  Information  Systems  with  Decision  support.  Outcome  Tracking,  Clinical  Trial 
linkages,  and  feedback  on  performance  (benchmarks) 


Forms 

Standard  Health  History 

Same  Day  Assessment  Physical  Exam  and  Assessment  Form 
(Database  in  Development) 

Same  Day  Assessment  Intake  Form 

In  development  (Structured  U/S  summary  form/  Cytology  Summary  Form) 

Primary  Cancer  Treatment 

Goals 

■  Assess  breast  cancer  recurrence  and  mortality  risk  in  context  of  overall  health 

■  Assess  whether  patients  benefit  from  genetic  testing 

■  Discuss  likely  outcome  based  on  data  from  each  patient’s  cancer 

■  Differentiate  Risk  of  Mortality  from  Local  Recurrence  Risk 

■  Optimize  Decision  Quality  and  Empower  Patients  to  Participate  Fully 

■  Offer  choices  to  patients  and  explain  range  of  outcomes  associated  with  each  choice 

•  Use  Collaborative  Decision  Making  Tools  to  Improve  Pt  Participation  in  Decisions 

■  Minimize  Side  Effects  from:  (Improve  Treatment  Related  Quality  of  Life) 

■  Chemotherapy:  nausea,  mucositis;  delays  from  neutropenia;  infections;  hospitalizations 

■  Surgery:  lymphedema,  acute  post-operative  pain;  chronic  pain;  poor  mobility;  dissatisfaction 
with  surgical  procedure  (adjustment) 

■  Hormone  Therapy:  hot  flashes,  thromboembolic  events;  uterine  cancer 

•  Radiation:  skin  bums;  myositis 

■  Prepare  patients  for  realistic  recovery  times  from  surgery  and  chemotherapy 

■  Set  Appropriate  expectations  for  Cosmetic  Results 

■  Improve  Tailoring  of  Treatment 

■  Specificity  (identify  who  will  not  benefit  from  Chemotherapy,  radiation,  surgery) 

■  Sensitivity  (identify  who  will  derive  maximal  benefit  from  therapy) 

■  Encourage  Clinical  Trial  Development 

■  Establish  Portfolio  of  Correlative  Science  Trials 

■  Refine  and  develop  surrogate  markers  for  recurrence  (micrometastases,  pathologic  and  MRI 
response,  immune  function). 

■  Develop  Expertise  in  New  and  Experimental  Ductal  Access  Techniques 

■  Identify  all  Appropriate  Clinical  Trials  for  each  patient 

■  Accme  Patients  to  Appropriate  Clinical  Trials 

■  Put  Disease  in  Perspective  and  Help  Patients  Return  to  Full,  Rich  Life 
DCIS  (additional) 

■  Identify  Patients  with  Multifocal  DCIS 

■  Minimize  Surgical  Interventions  for  Definitive  Diagnosis 
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■  Improve  non-surgical  options,  tailoring  of  treatments 

■  Introduce  preventive  strategies,  neoadjuvant  treatments  in  early  stage 

■  Develop  surrogate  markers  for  response  to  non-surgical  interventions 

•  Develop  surrogate  markers  for  risk  of  progression 

Service  Program  Work  Flow/Process 
Coordinate  care  for  patient  with  1st  phone  call 

■  Ensure  all  information  is  ready  and  available  for  providers  at  time  of  visit 

■  Schedule  Consultation  Planning  for  Patients  with  opinion,  or  who  want  it 

Overall  Health  Questionnaire:  Assess  competing  health  risks.  Menopausal  Status 
Summarize  Known  Factors  About  Case 

Breast  Exam  and  creation  of  Breast  Map  (records  density,  masses  etc) 

Identify  Patients  at  Greater  Than  10%  risk  of  Having  Genetic  Predisposition  to  Br  Ca 
Identify  Patients  who  would  be  Appropriate  for  Neoadjuvant  Therapy 

■  Introduce  oncologist  that  day 

■  Schedule  chemoteaching 

■  Schedule  psychologist  visit 

■  Schedule  nurse  specialist  visit 
Consultation  Recording  When  Available 

Clinical  Trial  Eligibility  assessment/  Discussion  and  offer  of  participation  Schedule  Surgical 
Procedure  and  Complete  Pathology  Tracking,  Trials  Workflow 

■  Surgery  Scheduling 

■  Pathology  Review  if  outside 

•  Identify  Markers  to  be  performed  based  on  prior  biopsy 

■  Identify  which  trials  have  been  discussed 

■  Schedule  appointment  with  clinical  nurse  specialist 

■  Schedule  appointment  with  psychologist 

■  Schedule  appointment  with  other  specialists  (plastic  surgery,  XRT)  as  needed 

■  Schedule  missing  diagnostic  tests 

■  Schedule  appointment  with  surgical  preparation  unit 

•  Coordinate  all  appointments 
Follow-up  Schedule  Delineated 

Confirm  Participation  in  Pre  and  Peri  Operative  Clinical  Trials 
Post  Surgery  Visit  to  Discuss  Results 

■  Enter  critical  data  elements  into  electronic  form  to  database 

■  Automated  generation  of  risks  of  recurrence,  death,  benefit  of  therapy  from  ADJUVANT 
New  Patient  Conference  (all  MDs:  surgery,  radiation  therapy,  oncology) 

■  Review  projections  from  ADJUVANT 

■  Arrange  Oncology  visit  within  three  days 

■  Arrange  Radiation  Therapy  visit  within  7  days 

■  Identify  patients  at  psychological  risk 
For  patients  with  Chemotherapy 

■  Chemoteaching 

•  Set  Schedule 

Follow-up  Schedule  Delineated  (See  Follow-up  Program) 
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Optional  Services 
Ductal  Lavage 
Ductoscopy 

Cancer  Risk  (Genetic)  Counseling  (BRCA  Pro,  Shattuck  Eidens) 

Nutrition  Counseling 

Chinese  Herbal  Consultation,  Acupuncture 
Art  for  Recovery 
Support  Groups 

Personal  Support  and  Lifestyle  Intervention  Group 
Education 

Breast  Cancer  biology  and  risk  factors 
Personal  Breast  Cancer  Notebook 

(all  information  is  on  web,  patients  get  personalized  binder  with  web  sites,  nutrition,  etc.) 
Consultation  Plan  (Structured,  transcribed  Consultation  Summary) 

Clinical  Trial  Information  and  Informed  Consent 
Collaborative  Care 

Analysis  Models 

Family  Breast  Cancer  Risk:  Shattuck  Eidens;  BRCA  Pro;  Couch 

ADJUVANT  Model 

Guidelines 

National  Cancer  Centers  Network  (NCCN) 

American  Society  of  Clinical  Oncology  (ASCO) 


Outcome/ Quality  Measures/B  enchmarks 
Surgical  technique 
Minimize  hematoma  rate 

Mastectomy  [3%] 

Lumpectomy  (modest,  significant)  [20/5%] 

Minimize  infection  rate 

No  reconstruction  (oral  Antibiotics,  IV  Antibiotics)  [5%,1%] 

Reconstruction  (Flap,  Flap+Implant,  Implant)  [5%,  8%,  20%] 

Maximize  Sentinel  Lymph  Node  Identification  [95%] 

Minimize  Lymphedema  Rate 

SLN  [2%] 

ALN  [15%] 

Total  Surgical  Procedures 

Invasive  [1.3] 

DCIS  [1.9] 

Reconstructive  Surgery 

Use  of  immediate  reconstruction  with 

Mastectomy  [60-70%] 

Satisfaction  with  Result  (Hi,  Modest  or  better)  [60%,  85%] 
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Flap  loss 

[0%] 

TRAM  complete  recovery  by  4,6,12  weeks 

[80%,90%,100%] 

Regret 

[5%] 

Breast  Conservation  Rates 

■  With  EIC 

[50%] 

■  Without  EIC 

[80%] 

5  yr  Recurrence  with  Breast  Conservation  (expected,  based  on 

choice) 

■  With  Radiation  (Age  <50/50-69/>70) 

[10%/4%/l%] 

■  Without  Radiation(Age  <50/50-69/>70,Tam) 

[35%/15%/6%] 

Diagnostic  (Pathology)  Turn  Around  Time 

ENA  24  hr 

[95%] 

Biopsy  24/48 

[50%,100%] 

Lumpectomy  3  day/  5  day/  7  day 

[40%,  70%,  95%] 

Mastectomy  3  day/  5  day/7  day 

[30%,  50%,  95%] 

ER/PR  7  day 

[100%] 

Her-2/neu  7  day /1 2  day 

[60%,  95%] 

Chemotherapy 

Moderate,  Severe  Nausea 

[20%,  5%] 

Moderate,  Severe  Mucositis 

[5%,  1%] 

Neutropenia  that  causes  delay  in  therapy 

[15%] 

Infections 

[5%] 

Hospitalizations 

Fatigue  after  Chemotherapy  (collaborate  with  M.  Dod’s  Trial) 

[2%] 

Radiation 

Myositis 

[20%] 

Skin  Bums,  severe 

[2%] 

Satisfaction  with  Cosmetic  result 

Radiation  after  Lumpectomy 

[95%] 

<50  years 

[95-100%] 

50-69  years  (ER+/ER-) 

[70/90%] 

>70  years  (ER+/ER-) 

[30/40%] 

Program 

Satisfaction  with  service,  information 

[80%] 

%  Who  Experience  Reduction  in  Anxiety 

[50%] 

Clinical  Trial  Accmal 

[70%] 

Calibration  of  Physicians 

[90%] 

predicting  same  outcomes  for  given  clinical  case,  same  range  of  benefit  from  Rx 

Depression 

TBA 

Adaptation 

TBA 
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Resources/Tools  to  Improve  Service 

Study  to  determine  best  methods  of  presenting  risk  of  recurrence,  death  to  patients  (time  gained, 
increased  probability  of  survival,  decreased  probability  of  death) 

Clinical  Trial  to  test  above  model  (in  progress) 

Study  to  measure  plastic  surgery  outcomes  and  satisfaction  (in  progress) 

Develop  Standard  psychological  Measures 
Neoadjuvant  Trials 

Point  of  Care  Information  Systems  with  Decision  support,  Outcome  Tracking,  Clinical  Trial 
linkages,  and  feedback  on  performance  (benchmarks) 

Forms  on  following  pages: 

Intake 

Health  Questionnaire 

Exam  and  Assessment  Form 

Surgery  Scheduling  and  Pathology  Tracking  Form 

ADJUVANT  Output  (risk  of  recurrence,  death,  benefit  of  therapy) 

Summary  Data  Form  (All  therapy) 

Chemotherapy  Flow  Sheet 

Educational  Introduction  (Welcome  to  the  Carole  Franc  Buck  Breast  Care  Center) 
Collarborative  Care 

Data  Elements  (Patient  Surgery  and  Pathology  Data) 

Outcome  Measures 


Follow-Up  Program  for  patients  with  breast  cancer  (In  Development) 

Goals 

■  Assess  complication  rates  of  treatment,  interventions 

•  Identify  and  treat  complications  and  track  impact  of  interventions 

■  Identify  and  treat  (refer)  patients  with  treatable  conditions  that  impact  quality  of  life,  breast 
cancer  outcomes  and  track  impact  of  interventions 

■  Side  effects  of  menopause  (hot  flashes,  vaginal  dryness,  osteopenia,  etc) 

■  Identify  rates  of  Clinical  Depression 

■  Identify  Patients  with  Difficulty  in  breast  cancer  Adjustment 

■  Coordinate  follow-up  care 

■  Use  most  efficient  and  effective  resources  for  follow-up 

■  NPs  for  routine  follow-up 

■  MD  for  specific  problems 

■  Provide  Forums  with  all  MDs/Patients  to  address  common  concerns,  research  advances 

Service  Program/Forms/Process 
Follow-up  visit 

Breast  Exam  and  creation  of  Breast  Map  (records  density,  masses  etc) 

Clinical  Trial  Eligibility  assessment/  Discussion  and  offer  of  participation 
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Follow-up  Exam  Schedule  Delineated 


Optional  Services 

Cancer  Risk  (Genetic)  Counseling  (BRCA  Pro,  Shattuck  Eidens) 

Nutrition  Counseling 
Ductal  Lavage 
Ductoscopy 

Referral  for  Diagnostic  Services  (see  same  day  assessment  program) 

Personal  Support  and  Life  Style  Intervention  Program 

Education 

Methods  to  manage  Menopausal  Symptoms 
Others  in  Development: 

How  to  Identify  Symptoms  of  Recurrence  and  What  to  Report  to  Your  Doctor 
Life  After  Breast  Cancer 

Data  Analysis  Models 
Quality  Of  Life  Tools: 

NSABP  Symptom  Checklist  (Ganz  1995;  Day  1999) 

WHI  Sleep  Disturbance  Checklist 
FACTB 

MOS  Sexual  Problems  Measure  (Watts  1991) 

Outcome/Quality  Measures/Benchmarks  -  CURRENTLY  IN  DEVELOPMENT 


Recurrence 

Local 

Systemic 

Satisfaction  with  service,  information  [80%] 

%  Who  Experience  Reduction  in  Anxiety  [90%] 

Clinical  Trial  Accrual  [20%] 

Generation  of  New  trials  2  per  year 

Fatigue 

Satisfaction  with  Body  Image 
%  of  Patients  with  Depression  (by  CES-d) 

who  get  intervention  (Radloff  1977)  [80%] 

Change  in  Self  Reported  Exercise  Level  (#  times/week)  [25%] 

Change  in  Self  Reported  Eating  habits  (?) 

Lymphedema: 

%  with  symptoms  who  get  treated  [90%] 

%  with  treatment  who  improve  [25%] 


Resources/Tools  to  Improve  Service 

Link  to  SEER  data  to  improve  tracking  of  outcomes 

Point  of  Care  Information  Systems  with  Decision  support,  Outcome  Tracking,  Clinical  Trial 
linkages,  and  feedback  on  performance  (benchmarks) 
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Forms  on  following  pages: 

Follow-Up  Symptom  Check  List 

NSABP  S3anptom  Check  List 
MOS  Sexual  Problems  Measure 
Sleep  Disturbance  Scale 
CES-d  (Depression  Scale) 

Follow-Up  Exam  Form 
Follow-Up  and  Recurrence  Data 
In-depth  Measures 
Patient  Concerns 

Exam  and  Assessment  Form  (including  Breast  Map  for  Patient) 

Clinical  Trial  and  Next  Step  form 
Educational  Brochure 

Metastatic  and  Supportive  Care  (In  Development) 

Goals  of  Care 

•  Identified  need  to  reduce  variation  in  use  of  support  interventions 

Growth  factor 
Appetite  stimulants 
Pain  Medications 

■  Need  to  improve  methods  for  consistently  addressing  end  of  life  questions  and  issues 

■  Should  be  discussed  explicitly  early  in  treatment 

■  Appropriate  Use  of  and  Referral  to  Hospice 

■  Explicitly  develop  goals  of  care  based  on  response  to  each  new  agent  used 

■  Match  therapies  and  toxicity  with  Goals  of  Care 

•  Improve  organization  is  needed  in  staging  work-ups  to  decrease  cycle  time 

■  Problems  in  radiology  with  getting  comparative  films 
>  Problems  with  biopsy  results 

■  Rapid  scheduling  of  radiology  and  rapid  results  turnaround  (patients  identified  this  as  a  major 
issue,  even  though  MDs  were  not  concerned  biologically) 

Quality  Benchmarks 

Time  from  last  chemotherapy  to  death:  Time  from  Metastatic  Diagnosis  to  Death  [0.1] 

Use  of  Home  Care  Services 

Use  of  Hospice  Services 

Number  of  Chemotherapy  Treatments 

Clinic  Visits  Over  Time 

Clinical  Trial  Accrual 

Satisfaction  with  Care  Survey 

Pain  Control  (Excellent/Modest)  [85%/95%] 

Patient  Satisfaction  with  Decision  Making 

Resources/Tools  to  Improve  Service 

Link  to  SEER  data  to  improve  tracking  of  outcomes 
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Tools,  Protocols  to  Improve  Communication  between  patients  in  physicians  (study  open  to  adapt 
consultation  planning  methods) 

Models  to  predict  time  to  progression  (based  on  time  from  initial  diagnosis,  response  to  first 
therapy) 

Point  of  Care  Information  Systems  with  Decision  support.  Outcome  Tracking,  Clinical  Trial 
linkages,  and  feedback  on  performance  (benchmarks) 
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Appendix  C 

Cheryl  Ewing 

Biographical  Sketch 


Provide  the  following  information  for  all  Principal  Investigator(s)  and  Co-Principal  Investigator(s). 


NAME 

Cheryl  A.  Ewing,  M.D. 

POSITION  TITLE 

Assistant  Clinical  Professor  of  Surgery,  University 
of  California,  San  Francisco 

EDUCATION/TRAINING 


INSTITUTION  AND  LOCATION 

DEGREE 
{if  applicable) 

YEAR(s) 

FIELD  OF  STUDY 

University  of  Michigan;  Ann  Arbor 

BS 

1974 

Zoology 

Wayne  State  University 

MD 

1983 

Medicine 

St.  Joseph  Mercy  Hospital;  University  of 
Michigan 

Resident 

1983- 

1988 

Surgery 

University  of  Chicago 

Fellow 

1988- 

1991 

Surgical  Oncology 

RESEARCH  AND  PROFESSIONAL  EXPERIENCE:  Include  in  a  list,  in  chronological  order,  the  titles,  all  authors,  and  complete  references  to 
all  publications  during  the  past  three  years  and  to  representative  earlier  publications  pertinent  to  this  application.  If  the  list  of  publications  in  the 
last  three  years  exceeds  two  pages,  select  the  most  pertinent  publications.  DO  NOT  EXCEED  TWO  PAGES. 


Professional  Experience 

1983-1996  Director,  Multidisciplinary  Breast  Cancer  Program;  University  of  Chicago 
1991-2000  Ass’t  Professor  of  Surgery;  University  of  Chicago 
1996-1/2001  Private  Practice;  St.  Vincent  Hosp.,  Santa  Fe,  NM  (Gen.  and  Surg.  Oncol.) 
2001-present  Associate  Adjunct  Prof  Surgery;  UCSF 


Honors  and  Awards 

American  Association  of  Cancer  Research  Travel  Award 

Women  in  Medicine  Profession  Development  Travel  Award 

1992  Young  Surgical  Investigator  Travel  Award  -  American  College  of  Surgeons 

Teaching  Award  -  September  2000  instruction  in  Family  Practice  Resident  Lafamilia  Clinic/University  of 

New  Mexico. 

Research  Interests 

■  Utilization  of  molecular  biology  techniques,  genomic  loci  abnormalities  previously  identified 
in  breast  cancers  can  be  evaluated  in  pre-malignant  and  malignant  breast  and  then  correlation 
made  to  location,  race,  patient’s  age  and  histologic  grade 

■  Development  of  a  Lymphedema  Program  to  determine  risk  factors  for  upper  extremity 
lymphedema  following  breast  cancer  surgery  and  to  investigate  prevention  methods,  and 
quality  analysis  of  evaluation  and  treatment  methodology 

Journal  Articles 

Ewing,  C.,  Goldberg,  R.,  and  Michelassi,  F.:  Locally  Invasive  Rectosigmoid  Cancer. 

Postgraduate  General  Surgery  3(2):57-59, 1991 

Michelassi,  F.,  Ewing,  C.,  Vannucci,  L.,  et  al.:  Prognostic  Significance  of  Ploidy 

Determination  in  Rectal  Cancer,  Hepato-Gastroenterology  39(3):222-225,  1992 
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SEMINARS  &  PRESENTATIONS  (Selected) 

Seminar-  “Women  and  Cancer  -  Fighting  Fear  with  Fact”  -  Right  Direction.  Chicago,  IL,  1992 
International  Seminar  -  Breast  Cancer,  1992  -  New  Dilemmas  In  An  Old  ,”  Sponsor,  U.of 
Chicago, 

Women’s  Symp.:  “What  Women  Need  to  Know  about  Breast  Cancer”  -  U.  of  Chicago,  1992. 
“Breast  Conservation  as  an  Alternative  Treatment  for  Breast  Cancer”  -  Grand  Rounds  -  St 
Catherine’s  Hospital,  East  Chicago,  Indiana,  January  20,  1993. 

“Update  on  Detection  and  Treatment  of  Breast  Cancer”  -  Grand  Rounds  -  Methodist  Hospital, 
Merrillville,  Indiana,  May  5,  1994. 

“Striving  For  Excellence  In  Mammography”  -  Eastman  Kodak,  Chicago,  IL;  1994. 

“Diagnosis  and  Management  of  Breast  Cancer,”  Grand  Rounds;  U. Chicago  OB-GYN;  1994 
“Breast  Cancer:  Evolving  Strategies  in  Diagnosis  and  Treatment”  -  McAuley  Cancer  Center, 
Ann  Arbor,  Michigan,  November  22, 1994. 

“  Ductal  and  Lobular  Carcinoma  In-Situ  and  Minimally  Invasive  Breast  Cancer;”Advances  in 
Surgery,  Review  Course,  Chicago,  Illinois,  June  13, 1995. 

“The  Challenge  of  Breast  Cancer”  -  sponsor.  National  Cancer  Institute  and  The  Susan  G. 
Komen  Breast  Cancer  Foundation,  October  2, 1995. 

Motion  Pictures 

Ewing,  C.,  Zachary,  L.  -  “Segmental  Mastectomy  With  Immediate  Partial  Reconstruction:  An 
Alternate  to  Mastectomy  in  Women  With  Small  Breasts”  -  American  College  of  Surgeons, 
Annual  Clinical  Congress  program:  General  Surgery  Motion  Picture  Session,  New  Orleans, 
Louisiana,  October  24, 1995,  1997. 

BOOK  CHAPTERS 

Ewing,  C.  -  “Management  of  Minimally  Invasive  and  Non-Invasive  (In-Situ)  Carcinoma  of  the 
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8. 1  was  comfortable  with  the  amount  of  time  that  I  waited  to  see  the  doctor. 
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11a.  When  I  have  tests/labs  done,  I  am  informed  about  the  results  within  a  reasonable  period  of  time. 


80 


13. 1  am  able  to  access  the  BCC  staff  as  my  need  arises  between  visits. 
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Appendix  E 


Detailed  Description  of  BCCDB:  Patient  Summary 

As  described  above,  the  BCCDB  is  used  in  all  aspects  of  the  BCC  clinical  process.  One  of  the  most 
valuable  recent  additions  has  been  the  patient  summary  report,  which  provides  the  clinician  with  the 
germane  summary  information  needed  before  seeing  a  BCC  patient.  This  summary  report  lessens  the 
need  for  the  clinician  to  search  through  either  the  chart  or  the  online  UCSF  clinical  information  system  for 
critical  diagnostic  and  treatment  information  during  the  patient  visit. 

The  following  is  an  example  of  an  actual  patient  summary  report  (with  identifying  information  altered): 


JANE  DOE  MRN  9999999  Age  today:  59  Printed  on  7/30/01 

Date  of  initial  cancer  diagnosis:  4/9/99 

Comorbidity: 

Episode  #1 

Date  Procedure  Laterality 

4/9/99  9.  Partial  mastectomy  with_axillary  lymph  node  dissectionjncluding  re-excision  Left 


Non-Invasive  Disease 

Histology  DCIS: 

Yes 

Grade: 

3 

Tumor  size  DCIS  (cm): 

Comedo: 

Yes 

unknown 

Histology  LCIS: 

No 

Multifocal: 

Yes 

Tumor  size  LCIS  (cm): 

Margin  assessment  (mm): 

unknown 

Invasive  Disease 

Tumor  size  cumulative  dimension: 
Tumor  size  (cm): 

2.00 

Nuclear  grade: 

Mitotic  Grade: 

3 

Multifocal: 

No 

Architecture: 

Lymphovascular  invasion: 

Yes 

Overall  SBR  Score-Inv.  Cancer: 

Dermal  lymphatic  invasion: 

unknown 

Total  number  nodes: 

12 

Margin  assessment  (mm): 

Total  number  positive  nodes: 

2 

unknown 

Largest  metastasis  (mm): 

9.0 

Histology: 

1 .  Ductal  carcinoma 

Number  SLNs: 

0 

Extensive  intraductal  component: 

unknown 

Number  of  positive  SLNs: 

0 

Associated  with  Paget’s  disease: 

unknown 

Extracapsular  extension: 

unknown 

Markers 

ER  Result:  positive  50%  MODERATE  TO  STRONG 

PR  Result:  positive  50%  WEAK 

HER2  ResulLO  HERCEPTEST(DAKO) 

HER2  Amplif: 

HER2  Copy  #: 

Notes: 

MARGINS  ARE  PRESUMED  OK  AFTER  SECOND  SPECIMEN.  EACH  METASTAliC  AXLLARY  NODE  WAS  LESS  THAN  1 
CM  BUT  THERE  WAS  EXTENSION  INTO  THE  AXILLARY  FAT.  XXXXXX  STAGED  PATIENT  AS  STAGE  2A.  DR.  XXXXXX 
STAGED  PATIENT  AS  STAGE  2A  (T1 ,  N1 ,  MO).  BUT  DR.  XXXXXX  STAGED  PATIENT  AS  3B  (T1 ,  N3,  MO).  THERE  WAS  A 
SUSPICIOUS  MEDIASTINAL  NODE  AT  TIME  OF  SURGERY  BUT  WAS  NOT  BIOPSIED.  SURGERY  DONE  AT  XXXXXX. 
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Therapy  Start  Date  End  Date 

chemotherapy  4/30/99  7/2/99  Setting  Adjuvant 

AC 

#  of  cycles:  4 

Days  in  cycle:  21 

Patient  response:  6.  Not  Applicable  (adjuvant) 

radiation  8/1 2/99  9/22/99  Setting:  Adjuvant 

Site:  5.  Mediastinal  left 

Dose:  4930 

radiation  8/12/99  9/22/99  Setting:  Adjuvant 

Site:  4.  Axillary  left 

Dose:  4930 

radiation  8/1 2/99  9/22/99  Setting:  Adjuvant 

Site:  3.  Supraclavicularleft 

Dose:  4930 

radiation  8/1 2/99  9/22/99  Setting:  Adjuvant 

Site:  1 .  Breast  left 

Dose:  4930 


hormone9/11  /99  Setting:  Adjuvant 

day  unknown  Tamoxifen 

Dose:  20 

Patient  response:  6.  Not  Applicable  (adjuvant) 

Staging 

4/9/99  T1  N1  MO  IIA  pathological 

Last  follow-up  prior  to  report  print  date:  7/23/01 
Provider:  XXXXXX,  XXXXXX 

Current  menopausal  status:  post 
Diagnosis:  distant  recurrence 

Status:  progressive 

On  other  hormone  therapy:  yes 
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Detailed  Description  of  the  BCCDB:  Forms,  Data  Tables,  and  Data  Elements 


Using  forms  that  correspond  to  the  above  data  tables,  data  are  acquired  for  the  BCCDB  as  follows: 

•  The  Patient  Intake  form  is  completed  by  intake  staff  in  the  clinic. 

•  The  Demographic  form  is  completed  by  the  data  entry  assistant  using  the  hospital's  IDX  registration 
system. 

•  The  Patient  Health  Questionnaire,  Review  of  Systems,  and  Family  Cancer  History  forms  are  completed 
by  the  patient. 

•  The  Procedures  form  is  abstracted  from  the  patient  chart  and/or  pathology  report(s)  by  the  data  manager. 

•  The  Chemotherapy,  Hormone  Therapy,  Radiation  Therapy,  and  Other  Therapy  sections  of  the  Therapies 
form  are  abstracted  by  the  data  manager  from  the  patient  chart. 

•  The  Summary  form  is  abstracted  from  the  patient  chart  and/or  pathology  report(s)  by  the  data  manager, 
with  the  exception  of  some  fields  that  require  the  physician’s  judgment. 

•  The  Follow-up  and  Recurrence  form  is  completed  by  the  physician  at  each  follow-up  visit  and  includes 
staging. 

The  following  table  lists  all  the  data  tables  and  data  elements  (data  fields,  keys)  in  the  BCCDB. 
Accompanying  each  field  is  a  description  of  the  possible  data  values,  as  well  as  comments  where 
appropriate. 


BCCDB  DATA  ELEMENTS 


Legend: 

*  Denotes  Primary  Key  (Links  tables)  (medical  record  number) 

#  Denotes  Secondary  Key  (Allows  for  multiple  entries  within  a  table) 


Attribute  Description 

Notes  ■ 

Patient  Intake 

W 

Serial  Number 

auto-number  in  Patient  Intake 

for  filing  hard  copies  of  patient  forms 

Intakedate 

Date 

>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 

Apptdate 

Date 

=  or  >  intake  date  (or  null) 

ApptTime 

Requested  MD 

picklist 

Scheduled  MD 

picklist 

Lastname 

Firstname 

*UCSF  Medical  Record  Number 

8  digit  number 

DOB 

Date 

required;  <01/01/1990 

Sex 

F  emale/Male/Unknown 

required 

SSN 

Homephone 

Workphone 

_ 
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Surgery  patient-notes 


Primary  reason  for  initial  appointment 


primary  reason  laterality 


mammogram-month 


mammogram-day 


mammogram-year 


mammogram-where  performed 


mammogram-result 


Oncology-patient  type 


Oncology  patient-describe 


Laterality 


accomp  feature-patient  discovered  lump 


accomp  feature-MD  discovered  lump 


accomp  feature-abnormal  mammogram 


accompanying  feature-breast  edema 


accompanying  feature-pain  in  breast 


accompanying  feature-nipple  discharge 


accomp  feature-nipple  discharge  color 


accompanying  feature-breast  redness/rash 


accompanying  feature-nipple  retraction 


accomp  feature-dimpling  on  breast  skin 


accompanying  feature-other 


date  of  first  clinical  sign  of  abn  or  cancer- 
month 


date  of  first  clinical  sign  of  abn  or  cancer- ye 


1.  surgery  patient-new  dx  of  breast  canci  Per  Laurel  Bray-Hanin  1 1/28/2000 
seeking  surgery  at  BCC 

2.  surgery  patient- new  dx  of  breast 
cancer  seeking  second  opinion 

3.  surgery  patient- high  risk 

4.  surgery  patient-  history  of  breast 
cancer  seeking  F/U  care 

5.  surgery  patient- history  of  benign 
breast  disease  seeking  F/U  care 

6.  surgery  patient-  breast  lump 

7.  surgery  patient-  abnormal 
mammogram 

8.  surgery  patient- other 

9.  surgery  patient-ductal  lavage 


1 .  patient  discovered  breast  lump  Per  Laurel  Bray-Hanin  1 1/28/2000: 

2.  MD/care  provider  discovered  breast  Applies  only  to  new  surgery  patients, 
lump 

3.  abnormal  mammogram 

4.  breast  edema 

5.  pain  in  breast 

6.  nipple  discharge/bleeding 

7.  breast  redness/rash 

8.  nipple  retraction 

9.  dimpling  of  breast  skin 
0.  other 


right;left;both;no;unknown 


01-12 


01-31 


1950-2009 


1 .  oncology  patient-new  diagnosis  of 
breast  cancer  seeking  treatment 

2.  oncology  patient-new  diagnosis  of 
breast  cancer  seeking  second  opinion 

3.  oncology  patient-local  recurrence 

4.  oncology  patient-new  metastatic 
seeking  treatment 

5.  oncology  patient-metastatic  breast 
cancer  second  opinion 

6.  oncology  patient-metastatic  breast 
cancer  seeking  access  to  clinical  trial 


right;left;both;distant  mets;no;unknown  feeds  into  the  same  field  as  for  Surg.  pt. 


right;left;both;no;unknown  applies  to  all  patients;  how  diagnosed 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


clear;green;brown;red;yellow;blue;other 
(type  in) 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


01-12 


1950-2009 


date  of  histologic  diagnosis-month 


date  of  histologic  diagnosis-year 


had  prior  breast  biopsies 


had  breast  cancer 


had  breast  cancer-year 


had  breast  cancer-describe 


had  fibercystic  disease 


had  fibercystic  disease-year 


had  fibercystic  disease-describe 


had  cysts 


had  cysts-year 


had  cysts-describe 


had  fibroadenoma 


had  fibroadenoma-year 


had  fibroadenoma-describe 


had  chronic  mastitis 


had  chronic  mastitis-year 


had  chronic  mastitis-describe 


had  nipple  discharge 


had  nipple  discharge-year 


had  nipple  discharge-describe 


had  abnormal  biopsy 


had  abnormal  biopsy-year 


had  abnormal  biopsy-describe 


family  hx  of  cancer 


family  hx  of  cancer-describe 


ReferredMD 


Insurance 


Medical  group  if  HMO 


Subscriber 


Subscriber  SSN 


Claims  address 


Group  # 


pt  to  bring  ins  auth 


referral  or  $150  deposit 


pt  to  FedEx  records  prior  to  appt 


pt  to  bring  records  to  appt 


no  records  to  brmg 


new  patient  packet  sent 


other  stipulation/arrangement 


notes 


Patient  Inquiries 


No  appointment  scheduled 


#  Inquirydate 


Intakedate 


Apptdate 


01-12 


1950-2009 


right;left;both;no;unknown 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


mother's  side;father's  side;both 
sides;sibling;none;no  response 


yes/no 


yes/no 


yes/no 


yes/no 


yes/no 


yes/no 


yes/no 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


Created  12/12/2000 


1 .  Second  opinion  surgical,  no  opening 

2.  Second  opinion  oncology,  no  opening 

3.  Breast  abnormality,  non-urgent,  no 
opening 

4.  Breast  abnormality,  urgent,  no  openin] 

5.  Seeking  follow-up  care,  no  opening 

6.  Needs  surgery,  no  opening 

7.  Needs  oncology  treatment,  no 
opening 

8.  Will  call  back 

9.  Patient  did  not  return  phone  calls 


Date 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


=  or  >  intake  date  (or  null) 


ApptTime 


Requested  MD 


Scheduled  MD 


#  Lastname 


#  Firstname 


UCSF  Medical  Record  Number 


DOB 


Sex 


SSN 


homephone 


workphone 


Surgery-patient  type 


Surgery  patient-notes 


Primary  reason  for  initial  appointment 


primary  reason  laterality 


mammogram-month 


mammogram-day 


mammogram-year 


mammogram-where  performed 


mammogram-result 


Oncology-patient  type 


Oncology  patient-describe 


Laterality 


accomp  feature-patient  discovered  lump 


accomp  feature-MD  discovered  lump 


accomp  feature-abnormal  mammogram 


accompanying  feature-breast  edema 


8  digit  number 


Date 


F  emale/Male/Unknown 


1.  surgery  patient-new  dx  of  breast  canc£  Per  Laurel  Bray-Hanin  1 1/28/2000 
seeking  surgery  at  BCC 

2.  surgery  patient-  new  dx  of  breast 
cancer  seeking  second  opinion 

3.  surgery  patient-  high  risk 

4.  surgery  patient-  history  of  breast 
cancer  seeking  F/U  care 

5.  surgery  patient-  history  of  benign 
breast  disease  seeking  F/U  care 

6.  surgery  patient-  breast  lump 

7.  surgery  patient-  abnormal 
mammogram 

8.  surgery  patient-  other 

9.  surgery  patient-ductal  lavage 


1 .  patient  discovered  breast  lump  Per  Laurel  Bray-Hanm  1 1/28/2000: 

2.  MD/care  provider  discovered  breast  Applies  only  to  new  surgery  patients, 
lump 

3.  abnormal  mammogram 

4.  breast  edema 

5.  pain  in  breast 

6.  nipple  discharge/bleeding 

7.  breast  redness/rash 

8.  nipple  retraction 

9.  dimpling  of  breast  skin 
0.  other 


right;left;both;no;unknown 


01-12 


01-31 


1950-2009 


1 .  oncology  patient-new  diagnosis  of 
breast  cancer  seeking  treatment 

2.  oncology  patient-new  diagnosis  of 
breast  cancer  seeking  second  opinion 

3.  oncology  patient-local  recurrence 

4.  oncology  patient-new  metastatic 
seeking  treatment 

5.  oncology  patient-metastatic  breast 
cancer  second  opinion 

6.  oncology  patient-metastatic  breast 
cancer  seeking  access  to  clinical  trial 


right;left;both;distant  mets;no;unknown  I  feeds  into  the  same  field  as  for  Surg.  pt. 


right;left;both;no;unknown  applies  to  all  patients;  how  diagnosed 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 
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accompanying  feature-pain  in  breast 


accompanying  feature-nipple  discharge 


accomp  feature-nipple  discharge  color 


accompanying  feature-breast  redness/rash 


accompanying  feature-nipple  retraction 


accomp  feature-dimpling  on  breast  skin 


accompanying  feature-other 


date  of  first  clinical  sign  of  abn  or  cancer- 
month 


date  of  first  clinical  sign  of  abn  or  cancer-ye 


date  of  histologic  diagnosis-month 


date  of  histologic  diagnosis-year 


had  prior  breast  biopsies 


had  breast  cancer 


had  breast  cancer-year 


had  breast  cancer-describe 


had  fibercystic  disease 


had  fibercystic  disease-year 


had  fibercystic  disease-describe 


had  cysts 


had  cysts-year 


had  cysts-describe 


had  fibroadenoma 


had  fibroadenoma-year 


had  fibroadenoma-describe 


had  chronic  mastitis 


had  chronic  mastitis-year 


had  chronic  mastitis-describe 


had  nipple  discharge 


had  nipple  discharge-year 


had  nipple  discharge-describe 


had  abnormal  biopsy 


had  abnormal  biopsy-year 


had  abnormal  biopsy-describe 


family  hx  of  cancer 


family  hx  of  cancer-describe 


ReferredMD 


Insurance 


Medical  group  if  HMO 


Subscriber 


Subscriber  SSN 


Claims  address 


Group  # 


pt  to  bring  ins  auth 


referral  or  $150  deposit 


pt  to  FedEx  records  prior  to  appt 


pt  to  bring  records  to  appt 


no  records  to  bring 


new  patient  packet  sent 


other  stipulation/arrangement 


notes 


DEMOGRAPHIC 

(currently  abstracted  from  IDX) 


*UCSF  Medical  Record  Number 


Patient  Account/Visit  Number 


Alias 


right;left;both;no;unknown 


right;left;both;no;unknown 


clear;green;brown;red;yellow;blue;other 
(type  in) 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


right;left;both;no;unknown 


01-12 


1950-2009 


01-12 


1950-2009 


right;left;both;no;unknown 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


yes/no  checkbox 


4-digit 


mother  s  side;father  s  side;both 
sides  ;sibling;none;no  response 


yes/no 


yes/no 


yes/no 


yes/no 


yes/no 


yes/no 


yes/no 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


8  digit  number 


10  digit  number 


Ethnic  Group 


Hispanic 

Non-Hispanic 

Unknown 


Asian/Pacific  Islander 
Black 

Native  American/Eskrmo/Aleut 
Other 

Russian  Emigre 
Other  Israeli 
White 
Unknown 


Amharic 

Arabic 

Armenian 

American  Sign  Language 

Bulgarian 

Cambodian 

Cantonese 

English 

Farsi 

French 

German 

Hebrew 

Hindu 

Hmong 

Italian 

Japanese 

Korean 

Laotian 

Mandarin 

Mien 

Other 

Polish 

Punjabi 

Russian 

Spanish 

Tagalog 

Tigrinya 

Unknown 

Urdu 

Vietnamese 


Divorced 
Legally  Separated 
Married 
Single 
Widowed 

Unknown/Declined  to  State 
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Patient  Home  Address 


Patient  Home  City 


Patient  Home  State 


Patient  Home  Zip  Code 


Patient  Employer 


PATIENT  HEALTH 
QUESTIONNAIRE 


Date  of  Service 


*UCSF  Medical  Record  Number 


Mam  reason  for  visit? 


Past  Medical  History: 


Alcoholism 


Anemia 


Arthritis 


Asthma/Bronchitis/Emphysema 


Bleeding/Bruising/Blood  Disorder 


Depression/Emotional  Problems 


Diabetes 


Drug  Abuse/Alcohol  Dependency 


Epilepsy/Seizures 


Hay  Fever/Sinus  Problems 


Heart  Disease 


Hepatitis 


High  Blood  Pressure 


Immune  Disorders 


Intestinal  Problems 


Apostolic 
Assembly  of  God 
Bahai 
Baptist 

Black  Muslim 
Buddhism 
Catholic 
Christian 
Church  of  Christ 
Church  of  God 
Church  of  Scientist 
Congregational 
Episcopal 
Evangelical 
Greek  Orthodox 
Islam 

Jehovah’s  Witness 

Jewish 

Lutheran 

Mennonite 

Methodist 

Mormon 

Nazarene 

Not  Available/Not  Asked 

No  Religion/Declined  to  State 

Other 

Pentecostal 

Protestant 

Presbyterian 

Quaker 

Reformed 

Russian  Orthodox 

Seventh  Day  Adventist 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 
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Kidney  Disease 


Liver  Disease 


Lung  Disease 


Psychiatric 


Skin  Disease 


Stroke 


Stomach  Ulcers 


Thyroid  Disease 


Tuberculosis 


Had  cancer  other  than  breast  cancer? 


Other  Cancers: 


Bladder/Kidney 


Colorectal 


Invasive  Cervical 


Leukemia 


Lung 


Lymphoma 


Melanoma 


Mouth/Throat 


Ovarian 


Thyroid 


Uterine 


Chemotherapy 


Radiation  Therapy 


Surgery 


Hormone  Therapy 


Other  major  illnesses 


Other  previous  hospitalizations/surg/inj 


Had  prior  breast  surgery  or  biopsies? 


If  yes,  laterality/proced/date/result 


If  yes,  second  laterality/proced/date/result 


If  yes,  third  laterality/proced/date/result 


Had  breast  cancer? 


Chemotherapy-Breast  Cancer 


Chemotherapy  Br  Ca-Date 


Surgery-Breast  Cancer 


Surgery  Br  Ca-Date 


Radiation  Therapy-Breast  Cancer 


Radiation  Therapy  Br  Ca-Date 


Hormone  Therapy-Breast  Cancer 


Hormone  Therapy  Br  Ca-Date 


Medications 


Taking  vitamins  or  herbs? 


If  yes,  list  vitamins/herbs 


Allergies 


Do  you  exercise  regularly? 


Psychotherapy  or  counseling? 


Psychiatric  hospitalization? 


Taken  medication  for  psychiatric  condition? 


What  medicine? 


Ever  participated  in  support  group? 


Gynecologic  History 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


Yes/No/no  response 


Yes/No/no  response 


NCCN  standards  (moot  early  2000) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


to  be  deleted  (not  on  form) 


These  fields  are  from  the  Dana  Farber 
form.  WS  changed  hyst/ov  ones  8/00. 
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At  what  age  did  you  have  your  first  period? 


How  many  times  have  you  been  pregnant? 


How  many  miscarriages  have  you  had? 


How  many  abortions  have  you  had? 


How  many  live  births  have  you  had? 


If  you  have  children,  what  was  your  age  at 
your  first  full-term  pregnancy? 


Have  had  a  period  within  the  last  6  months? 


If  yes,  regular  or  irregular? 


Have  NOT  had  a  period  for  more  than  6 
months — natural  menopause  (no  abdominal 
surgery)? 


At  what  age  did  you  stop  having  periods  due 
to  menopause? 


Have  NOT  had  a  period  for  more  than  6 
months — caused  by  chemotherapy  of 
radiation  therapy? 


At  what  age  did  you  stop  having  periods  due 
to  therapy? 


Have  NOT  had  a  period  for  more  than  6 
months — but  have  been  pregnant  or 
breastfeeding? 


Have  had  a  hysterectomy? 


Date  of  hysterectomy 


Have  had  any  ovaries  removed? 


Date  of  ovary  removal 


Do  you,  or  have  you  ever  used,  birth  control 
pills? 


If  so,  for  how  many  years?  (If  you  used  the 
for  less  than  one  year,  enter  1  in  box.) 


If  so,  birth  control  pills  beginning  at  what 
age? 


Have  you  ever  used,  or  do  you  use,  estrogen 
or  estrogen  replacement  therapy? 


If  you  used  estrogen  currently  or  in  past,  wh 
form  of  estrogen  do/did  you  use?  Check  all 
that  apply. 


How  many  total  years  have  you  used  estroge 
replacement?  (If  you  have  used  it  for  less 
than  one  year,  enter  1  in  the  box.) 


At  what  age  began  estrogen  replacement? 


What  was  the  approximate  date  of  your  last 
pelvic  exam  (internal  female  exam)- 
MonthAfear 


Patient  Social  History 


Marital  status 


Who  currently  lives  in  your  home? 


Education  level-select  one  that  best  describe 
your  educational  level 


Younger  than  11/ 
11/12/13/14/15/16/Olderthan  16 


1-15 


1-9 


1-9 


1-15 


Yes/No/no  response 


Regular/Irregular/no  response 


Yes/No/no  response 


Yes/No/no  response 


Yes/No/Not  Sure/no  response 


No/One/Two/Not  Sure/no  response 


Yes/No/Not  Sure/no  response 


Number  of  year(s) 


No,  never/Yes,  currently/Y es,  in  the 
past/no  response 


pill/patch/vaginal  cream/other/no  respons 


Number  of  year(s) 


single/married/partnered/  divorced/ 
widowed 


Some  grade  school 

Some  high  school 

High  school  graduate 

Vocational  or  technical  school  beyond 

high  school 

Some  college  or  associate’s  degree 
College 

Graduate  or  professional  school 
Other 


Other-education  level 


Current  occupation 
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What  IS  your  current  employment  status? 


Other-employment  status 


Have  you  ever  smoked? 


If  you  have  ever  smoked,  on  average,  how 
many  packs  per  day  did  you  smoke,  or  do  yo 
currently  smoke? 


At  what  age  did  you  start  smoking? 


At  what  age  did  you  stop  smoking? 


Have  you  ever  or  do  you  currently  drink 
alcohol? 


How  many  alcoholic  beverages  (beer,  wine, 
mixed  drinks,  etc.)  do  you  consume  weekly? 


Do  you  use  recreational  dmgs? 


Type  of  recreational  drags 


Frequency  of  use 


Research  questions: 


Spanish/Hispanic  Origin 


Race/Ethnicity 


Employed  32  hours  or  more  per  week 
Employed  less  than  32  hours  per  week 
Full  time  student 
Part  time  student 

Part  time  student,  and  also  employed  less 

than  32  hours  per  week 

Homemaker 

On  medical  leave 

Disabled 

Unemployed  and/or  seeking  work 

Retired 

Other 


Yes,  but  only  m  the  past 
Yes,  currently 
No,  never 
no  response 


never  smoked 
iless  than  _  pack  per  day 
_  pack  per  day 
1  pack  per  day 

1  _  packs  per  day 

2  packs  per  day 

more  than  2  packs  per  day 
no  response 


Yes,  but  only  in  the  past 
Yes,  currently 
No,  never 
no  response 


None 

Less  than  1  drink  per  week 
1-4  drinks  per  week 
5-9  drinks  per  week 
10-19  drinks  per  week 
more  than  19  drinks  per  week 
no  response 
Yes/No/no  response 


NCCN  requirement 


NCCN  requirement 


NCCN  requirement 


NCCN  requirement 


NCCN  requirement 


Ashkenazi  Jewish  Decent 


Did  anyone  in  your  immediate  family  have 
cancer? 


Physician  signature 


Data  entry  date 


QC  by  LT 


QC  by  WS  date 


Yes/No/no  response 


Caucasian/White 

African  American 

Asian  or  Pacific  Islander 

American  Indian,  Lusatian,  or  Eskimo 

Unknown 

Other  (Please  specify) 
no  response 


Yes/No/Unknown/no  response 


Yes/No/NA/no  response 


picklist  including  “not  signed 


date 


date 


date 


NCCN  requirement 


physician  accountability 


implemented  10/20/2000 


01/01/2000=yes  (prior  to  date 
implementation  on  10/20/2000) 
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REVIEW  OF  SYSTEMS 


QC  by  LT 


QC  by  WS 


Date  of  Service 


*UCSF  Medical  Record  Number 


1 .  Good  general  health  lately 


2.  Recent  weight  changes 


3.  Recurrent  fevers,  chills,  sweats 


4.  Fatigue 


5.  Stress 


6.  Pain 


7.  Wear  glasses/contact  lenses 


8.  Blurred  or  double  vision 


9.  Change  in  vision 


10.  Glaucoma 


1 1 .  Change  in  hearing 


12.  Rmgrng  in  the  ears 


13.  Recent  nose  bleeds 


14.  Chronic  sinus  problems 


15.  Mouth  sores 


16.  Bleeding  gums 


17.  Frequent  sore  throats 


18.  Voice  changes 


19.  Hoarseness 


20.  Asthma  or  wheezing 


21.  Breathing  problems 


22.  Chronic  cough 


23.  Chest  pain  or  angina 


24.  Shortness  of  breath 


25.  Palpitations 


26.  Swelling  of  feet,  ankles  or  hands 


27.  Blood  clots 


28.  Varicose  veins 


29.  Change  in  appetite 


30.  Severe  heartburn 


3 1 .  Bleeding  ulcers 


32.  Frequent  nausea/vomiting 


33.  Frequent  diarrhea 


34.  Constipation/painful  bowel  movement 


35.  Black  or  bloody  stools 


36.  Rectal  bleeding 


37.  Abdominal  pain 


38.  Headaches 


39.  Numbness  or  tingling  sensations 


40.  Weakness  or  paralysis 


41.  Change  in  memory  or  concentration 


42.  Blood  in  the  urine 


43.  Burning  with  urination 


44.  Change  in  force  of  stram  when  urinating 


45.  Sexually  transmitted  disease 


46.  Change  in  sexual  fimction  or  interest 


47.  Prostate  trouble  (men) 


48.  Scrotal  masses  (men) 


49.  Abnormal  uterine  bleeding  (women) 


50.  Uterine  tumors  (women) 


5 1 .  Pain/problems  with  periods  (women) 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


52.  Birth  marks 


53.  Recurrent  rashes 


54.  Changmg  moles 


55.  Skin  cancer  or  melanoma 


56.  Non-healing  wounds 


57.  Breast  pain  or  lump 


58.  Change  in  hair  or  nails 


59.  Memory  loss  or  confusion 


60.  Nervousness 


61.  Depression 


62.  Change  in  sleep 


63.  Other 


64.  Joint  stiffness  or  pain 


65.  Muscle  pain  or  cramping 


66.  Weakness  of  muscles  or  joints 


67.  Back  pain 


68.  Difficulty  walking 


69.  Heat  or  cold  intolerance 


70.  Excess  thirst  or  urination 


71.  Low  resistance  to  infection 


72.  Frequent  cold  or  flu 


73.  Environmental  allergies 


74.  Easy  bruising 


75.  Frequent  bleeding 


76.  Enlarged  lymph  nodes 


FAMILY  CANCER 
HISTORY  i 


*UCSF  Medical  Record  Number 


#Relationship  to  Patient 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


Yes/No/no 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


response 


Yes/No/no  response 


Sister 

Brother 

Daughter 

Son 

Mother 

Father 

Granddaughter 
Grandson 
Maternal  Uncle 
Paternal  Uncle 
Maternal  Aunt 
Paternal  Aunt 
Maternal  Grandfather 
Paternal  Grandfather 
Maternal  Grandmother 
Paternal  Grandmother 
Other 


Highlight  “Other”  and  type  in  the 
relationship  if  not  on  the  list. 


Additional  type  of  cancer 


Age  at  diagnosis 


Age  of  relative 


If  deceased,  age  at  death 


QC  by  LaDorotha 


QC  by  WS 


PROCEDURES 


*UCSF  Medical  Record  Number 


Abstractor  initials 


Abstraction  date 


Episode 


Date  of  initial  cancer  diagnosis 


Episode  number 


Recurrence  date 


Recurrence  site  #1 


Recurrence  site  #2 


Recurrence  site  #3 


Recurrence  site  #4 


#Date  of  Procedure 


Procedure  date  incomplete 


#Laterality 


#Location  in  breast 


Bladder/Kidney 

Breast 

Invasive  Cervical 

Colon 

Colorectal 

Leukemia 

Liver 

Lung 

Lymphoma 

Melanoma 

Mouth/Throat 

Ovarian 

Pancreatic 

Prostate 

Skin/Basal 

Stomach 

Thyroid 

Uterine 

Other 

no  response 


for  addit.  “type”  entries,  same  relative 


yes/no  checkbox 


yes/no  checkbox 


implemented  10/20/2000 


first  Br  Ca  diagnosis 
new  breast  primary  (contralateral) 
local/regional  recurrence 
distant  recurrence 


Date 


for  sequencing  episodes  and  linking  data 
for  reports 


>  01/01/1970  and  <  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


Left/Right/distant  mets 


1.  upper 

2.  lower 

3.  inner 

4.  outer 

5.  upper- inner 

6.  upper-outer 

7.  lower-inner 

8.  lower-outer 

9.  axillary  node 

10.  central 

1 1 .  diffuse 

12.  unknown 

13.  not  applicable 


Pre-Operative  Dx 


Not  a  pathologic  diagnosis;  taken  from 
operative  notes 


1.  Breast  lump/mass 

2.  Cyst 

3.  Fibroadenoma 

4.  Breast  abscess 

5.  Axillary  mass 

6.  Abnormal  mammogram 

7.  Nipple  discharge 

8.  DCIS 

9.  LCIS 

10.  Paget’s  disease 

1 1 .  Carcinoma  NOS  (includig  positive 
FNAs) 

12.  Invasive  ductal  carcinoma 

13.  Invasive  lobular  carcinoma 

14.  Mixed  carcinoma 

15.  Atypical  (on  FNA) 

16.  no  known  pathology 
0.  other 

Post-Operative  Dx  1.  Breast  lump/mass  Not  a  pathologic  diagnosis;  taken  from 

2.  Cyst  operative  notes 

3.  Fibroadenoma 

4.  Breast  abscess 

5.  Axillary  mass 

6.  Abnormal  mammogram 

7.  Nipple  discharge 

8.  DCIS 

9.  LCIS 

10.  Paget’s  disease 

1 1 .  Carcinoma  NOS  (includig  positive 
FNAs) 

12.  Invasive  ductal  carcinoma 

13.  Invasive  lobular  carcinoma 

14.  Mixed  carcinoma 

15.  Atypical  (on  FNA) 

16.  no  known  pathology 

0.  other  _ 

Surgeon _ picklist _ 
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Clinical  Pathology  Number 


Benign  Disease 


Benign  disease? 


Histology-Benign  1 


Other 

Excisional  breast  biopsy  non-guided 
Excisional  breast  biopsy  image 
guided 

Incisional  breast  biopsy  NOS 
Any  surgical  breast  biopsy  NOS 
Core  biopsy  non-guided 
Core  biopsy  image  guided 
Partial  mastectomy  without  axillary 
lymph  node  dissection,  inch  re¬ 
excision 

Partial  mastectomy  with  axillary 
lymph  node  dissection,  inch  re¬ 
excision 

Subcutaneous  mastectomy  with  or 
without  axillary  lymph  node 
dissection 

Mastectomy  without  axillary  lymph 
node  dissection  (includes 
prophylactic  mastectomy) 
Mastectomy  with  axillary  lymph  nod 
dissection  (modified  radical) 

(there  is  no  #13  choice) 

Radical  mastectomy  with  dissection 
of  majority  of  pectoralis  major  with 
axillary  lymph  node  dissection 
Extended  radical  mastectomy  plus 
internal  mammary  node  dissection 
Mastectomy  NOS 
Axillary  lymph  node  dissection 
Regional  sites  dissection 
Reconstruction:  Implant  alone 
Reconstruction:  Tram  flap  w/  or  w/o 
implant 

Reconstruction:  Latissimus  w/  or  w/c 
implant 

Axillary  lymph  node  biopsy 
Supraclavicular  lymph  node  biopsy 
Sentinel  lymph  node  biopsy 
Metastatic  site  biopsy 
Nipple  or  breast  skin  biopsy 
Cyst  aspiration 
FNA  (breast) 

FNA  (axilla) 

FNA  (supraclavicular  lymph  node) 
FNA  (other) 

Major  duct  excision/duct  exploration 
Skin  biopsy 
Mastopexy 
Nipple  aspirate 


Yes/No 


1.  Fibrocystic  changes 

2.  Fibroadenoma 

3.  Intraductal  Papilloma 

4.  Lobular/ductal  hyperplasia  no  atypia 

5.  Lobular/ductal  hyperplasia  w/atypia 

6.  Sclerosing  adenosis 
0.  Other 


99 


Histology-Benign  2 


Histology-Benign  3 


Non-Invasive  Disease 


Histology  DCIS 


Tumor  size  (cm)  DCIS  largest  dimension 


Tumor  size  (cm)  DCIS  cumulative  dimensioi 


Tumor  size  unknown 


Multifocal 


Margin  Assessment  (mm) 


Margin  Assessment  text 


Location  of  closest  margin 


Grade 


Necrosis 


Cribriform 


Solid 


Papillary 


Comedo 


Calcifications 


1.  Fibrocystic  changes 

2.  Fibroadenoma 

3.  Intraductal  Papilloma 

4.  Lobular/ductal  hyperplasia  no  atypia 

5.  Lobular/ductal  hyperplasia  w/atypia 

6.  Sclerosing  adenosis 
0.  Other 


1.  Fibrocystic  changes 

2.  Fibroadenoma 

3.  Intraductal  Papilloma 

4.  Lobular/ductal  hyperplasia  no  atypia 

5.  Lobular/ductal  hyperplasia  w/atypia 

6.  Sclerosing  adenosis 
0.  Other 


1 .  adenocarcinoma 

2.  atypia 

3.  other 

4.  benign 


Unknown 


Y  es/N  o/unknown 


negative/positive/widely  clear/unknown 


0.  Multiple 

1 .  Anterior 

2.  Posterior 

3.  Medial 

4.  Lateral 

5.  Deep 

6.  Superior 

7.  Inferior 

8. NA 
unknown 


1/2/3/unknown 


Y  es/No/unknown 


Yes/No/unknown 


Y  es/No/unknown 


Y  es/N  o/unknown 


Yes/No/unknown 


Y  es/No/unknown 


“Unknown”  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 


Closest  margin  in  mm  (0=positive  margin 
<1  mm  =  1  mm 


Van  Nuys  Score  unknown 


Histology  LCIS 


Tumor  size  (cm)  LCIS  largest  dimension 


Tumor  size  (cm)  LCIS  cumulative  dimensioi 


Tumor  size  unknown  LCIS 


Invasive  Disease 


Tumor  size  (cm)  I  largest  dimension 


Tumor  size  (cm)  I  cumulative  dimension 


Tumor  size  I  unknown 


Multifocal  I 


Lymphovascular  Invasion 


Dermal  Lymphatic  Invasion 


Margin  Assessment  I  (mm) 


Margin  Assessment  I  text 


Location  of  closest  margin  I 


Unknown 


Y  es/N  o/unknown 


Unknown 


The  Van  Nuys  Prognostic  Index  is 
calculated  as  follows: 

Each  tumor  is  assigned  a  total  score  from  : 
to  9,  which  is  the  cumulative  score  from 
three  different  categories: 

size:  15  mm  or  less=l 

16-40  mm=2 
41  mm  or  greater=3 

margin:  1 0  mm  or  greater=l 
1-9  mm=2 
<  1  mm=3 

grade:  nuclear  grade  1  or  2 

without  necrosis=l 
nuclear  grade  1  or  2 
with  necrosis=2 
nuclear  grade  3=3 

The  clinical  significance  of  this 
classification  system  is  that  if  the  score  is  ; 
or  4,  the  patient  can  probably  be  adequatel 
treated  with  excision  only.  If  the  score  is  t 
6,  or  7,  they  may  also  benefit  from 
radiation.  Scores  of  8  or  9  merit 
consideration  of  mastectomy. 


“Unknown”  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 


“Unknown”  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 


Unknown 


Y  es/No/unknown 


Y  es/No/unknown 


Y  es/No/unknown 


negative/positive/widely  clear/unknown 


0.  Multiple 

1 .  Anterior 

2.  Posterior 

3.  Medial 

4.  Lateral 

5.  Deep 

6.  Superior 

7.  Inferior 

8. NA 
unknown 


“Unknown  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 


Closest  margin  in  mm  (0=positive  margin) 
<1  mm  =  1  mm 
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Extensive  intraductal  component  (EIC,  > 
25%  DCIS) 


Associated  with  Paget’s  Disease 


Nuclear  Grade 


Mitotic  Grade 


Architecture 


Overall  SBR  Score-Invasive  Cancer 


Total  Number  Nodes 


Total  Number  Nodes  unknown 


Total  Number  Positive  Nodes 


Total  Number  Positive  Nodes  unknown 


Largest  metastasis  (mm) 


Largest  metastasis  unknown 


Largest  Node 


Extracapsular  Extension 


Number  of  Sentinel  Lymph  Nodes 


Number  of  Sentinel  Lymph  Nodes  unknown 


Number  of  Positive  Sentinel  Lymph  Nodes 


Number  of  Positive  Sentinel  Lymph  Nodes 
unknown 


ER  Date 


ER  Result 


ER  text 


PR  Date 


PR  Result 


1.  Ductal  carcmoma 

2.  Lobular  carcinoma 

3.  Ductolobular  carcmoma 

4.  Medullary  carcinoma 

5.  Mucinous  carcinoma 

6.  Tubular  carcinoma 

7.  Papillary  carcinoma 

8.  Mixed  histology 

9.  Unknown 

10.  Undifferentiated  carcinoma 

1 1 .  Adenocarcinoma,  metastatic 
0.  Other 


Yes/No/unknown 


Y  es/No/unknown 


1 /2/3/unknown 


1/2/3 /unknown 


1/2/3/unknown 


3:  well  differentiated 
4:  well  differentiated 
5:  well  differentiated 
6:  mod  differentiated 
7:  mod  differentiated 
8:  poorly  differentiated 
9:  poorly  differentiated 
unknown 


Unknown 


Unknown 


less  than  2  cm 

greater  than  or  equal  to  2  cm 
unknown 


Y  es/N  o/unknown 


Unknown 


Unknown 


negative 

positive 

not  performed 

pending 

unknown 


negative 

positive 

not  Performed 

pending 

unknown 


PR  text 


HER2  Date 


3-5,  well  differentiated 
6-7,  mod  differentiated 
8-9,  poorly  differentiated 


Must  be  =<  Total  Number  Nodes 


to  be  replaced  by  the  above,  9/21/00 


Must  be  =<  Number  of  Sentinel  Lymph 
Nodes 
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HER2/neu  amp 


HER2/neu  copy  # 


HER2  text 


Ki  67  Date 


Ki  67 


Data  entry  date 


QC  by  WS  date 


SUMMARY  DATA 


*UCSF  Medical  Record  Number 


Abstractor  initials 


Abstraction  date 


Episode 


Date  of  initial  cancer  diagnosis 


#Episode  number 


Laterality 


Location  in  breast 


Non-Invasive  Disease 


Histology  DCIS 


Tumor  size  (cm)  DCIS 


Tumor  size  unknown 


0 

1+ 

2+ 

3+ 

positive 
negative 
not  performed 
pending 
unknown 


amplified/not  amplified 


low 

intermediate 

high 

not  performed 

pending 

unknown 


like  if  tumor  size  is  reported  as  a  range 
(largest  value  is  entered,  note  range) 


implemented  10/20/2000 


01/01/2000=yes  (prior  to  date 
implementation  on  10/20/2000) 


in  use  June  2000 


text 


date 


first  Br  Ca  diagnosis 
new  breast  primary  (contralateral) 
local/regional  recurrence 
distant  recurrence 


Date 


right/left/distant  mets 


1.  upper 

2.  lower 

3.  inner 

4.  outer 

5.  upper- inner 

6.  upper-outer 

7.  lower-inner 

8.  lower-outer 

9.  axillary  node 

10.  central 

1 1 .  diffuse 

12.  unknown 


1.  adenocarcinoma 

2.  atypia 

3.  other 

4.  benign 


for  sequencing  episodes  and  linking  data 
for  reports 


Unknown 


“Unknown”  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 
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Multifocal 


Margin  Assessment  (mm) 


Margin  Assessment  text 


Grade 


Comedo 


Histology  LCIS 


Tumor  size  (cm)  LCIS 


Tumor  size  unknown  LCIS 


Invasive  Disease 


Tumor  size  (cm)  I 


Tumor  size  I  unknown 


Multifocal  I 


Lymphovascular  Invasion 


Dermal  Lymphatic  Invasion 


Margin  Assessment  I  (mm) 


Margin  Assessment  I  text 


Histology  I 


Extensive  intraductal  component  (EIC,  > 
25%  DCIS) 


Associated  with  Paget’s  Disease 


Nuclear  Grade 


Mitotic  Grade 


Architecture 


Overall  SBR  Score-Invasive  Cancer 


Total  Number  Nodes 


Total  Number  Nodes  unknown 


Total  Number  Positive  Nodes 


Total  Number  Positive  Nodes  unknown 


Largest  metastasis  (mm) 


Largest  metastasis  unknown 


Number  of  Sentinel  Lymph  Nodes 


Number  of  Sentinel  Lymph  Nodes  unknown 


Number  of  Positive  Sentinel  Lymph  Nodes 


Number  of  Positive  Sentinel  Lymph  Nodes 
unknown 


Extracapsular  Extension 


ER  date 


Y  es/N  o/unknown 


negative/positive/widely  clear/unknown 


1 /2/3/unknown 


Y  es/N  o/unknown 


Y  es/N  o/unknown 


Unknown 


Closest  margin  in  mm  (0=positive  margin 
<1  mm  =  1  mm 


“Unknown  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 


Unknown 


Y  es/No/unknown 


Y  e  s/N  o/unknown 


Y  es/N  o/unknown 


negative/positive/widely  clear/unknown 


0.  Other 

1 .  Ductal  carcinoma 

2.  Lobular  carcinoma 

3.  Ductolobular  carcinoma 

4.  Medullary  carcinoma 

5.  Mucinous  carcinoma 

6.  Tubular  carcinoma 

7.  Papillary  carcinoma 

8.  Mixed  histology 

9.  unknown 

10.  Undifferentiated  carcinoma 

1 1 .  Adenocarcinoma,  metastatic 


Y  es/N  o/unknown 


Y  es/No/unknown 


1/2/3/unknown 


1/2/3/unknown 


1/2/3/unknown 


3:  well  differentiated 
4:  well  differentiated 
5:  well  differentiated 
6;  mod  differentiated 
7;  mod  differentiated 
8:  poorly  differentiated 
9:  poorly  differentiated 
unknown 


“Unknown”  if  checked  on  form;  blank  if 
not  checked;  to  facilitate  report 


Closest  margin  in  mm  (0=positive  margin) 
<1  mm  =  1  mm 


Added  from  Procedures  6/18/2001  per  LJ 


Added  from  Procedures  6/18/2001  per  LJ 


3-5,  well  differentiated 
6-7,  mod  differentiated 
8-9,  poorly  differentiated 


Added  from  Procedures  6/18/2001  per  LJI 
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ER  text 


PR  date 


PR  Result 


HER2/neu  amp 


HER2/neu  copy  # 


HER2  text 


Data  entry  date 


QC  byWS  date 


STAGING 


*UCSF  Medical  Record  Number 


#Episode  number 


Date  of  staging 


Date  of  staging  incomplete 


Laterality 


Staging  Category 


Staging  Method 


negative 
positive 
unknown 
not  performed 


negative 
positive 
unknown 
not  performed 


0 

1+ 

2+ 

3+ 

positive 

negative 

not  performed 

pending 

unknown 


amplified/not  amplified 


implemented  10/20/2000 


01/01/2000=yes  (prior  to  date 
implementation  on  10/20/2000) 


for  sequencing  episodes  and  linking  data 
for  reports 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


right/left/distant  mets 


1st  presentation  at  UCSF 

1st  cancer  full  work-up  (pathologic) 


AJCC  Cancer  Staging-5  Edition 


not  m  use  now,  per  DT  &  SH 


Can  add  other  methods;  not  in  use 
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Staging  type 


CHEMOTHERAPY 


QC  by  WS 


*UCSF  Medical  Record  Number 


Episode  number 


0 

I 

IIA 

IIB 

IIIA 

IIIB 

IV 


pathological  (default);  clinical 


for  sequencing  episodes  and  linking  data 
for  reports 


Neo-adjuvant 

Adjuvant 

Metastatic 


AC 

CAP 

CMP 

CMPVP 

cytoxan 

PAC 

Pamidronate 

taxol 

taxotere 

VATH 

Vinorelbine 

high  dose  chemo 

stem  cell  infusion 


Adriamycin/Doxorubicin 

Cisplatin 

Carboplatin 

Cyclophosphamide/Cytoxan 

Epimbicin 

Etoposide 

Fluorouracil/5-FU 

Gemcitabine 

High  dose  chemotherapy 

Liposomal  Adriamycin  (Doxil) 

Methotrexate 

Mitoxantrone 

Pamidronate 

Stem  cell  infusion 

Taxol/Paclitaxel 

T  axotere/Docetaxel 

Thiotepa 

Velban 

Vinorelbine 

Other  (double-click  &  type  name) 


PO 

IV 

IT 

IP 

lA 

combo 

unknown 


Debu  said  CAP  differs  from  PAC. 


Dose/M2 


Total  Dose 


#Chemotherapy  treatment  start  date 


Chemotherapy  treatment  start  date  incompleti  text 


Date 

>  01/01/1984  and  <  today’s  date 

1  text 

Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 
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Chemotherapy  treatment  end  date  I  Date 


Chemotherapy  treatment  end  date  incomplete  text 


Number  of  cycles 


Days  in  cycle 


Oncologist 


Patient  Response 


HORMONE 


QC  by  WS 


*UCSF  Medical  Record  Number 


Episode  number 


Dose 


#Hormone  Treatment  Start  Date 


Hormone  Treatment  Start  Date  mcomplete 


Hormone  Treatment  End  Date 


Hormone  Treatment  End  Date  incomplete 


Medical  Oncologist 


Patient  Response 


OTHER  THERAPIES 


QC  by  WS 


*UCSF  Medical  Record  Number 


Episode  number 


number 


number 


1.  Progression 

2.  Stable 

3.  Response 

4.  Response  then  progression 

5.  Mixed 

6.  Not  Applicable  (adjuvant) 


yes/no  checkbox 


Neo-adjuvant 

Adjuvant 

Metastatic 


Arimidex 

Buserelin 

Goserelin 

Examestane 

Letrozole 

Lupron 

Megace 

Oophorectomy,  surgical 
Raloxifene 
Tamoxifen 
Toremifine 

Other  (double-click  &  type  name) 


PO 

IV 

IT 

IP 

lA 

unknown 


1.  Progression 

2.  Stable 

3.  Response 

4.  Response  then  progression 

5.  Mixed 

6.  Not  Applicable  (adjuvant) 


yes/no  checkbox 


<  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


for  sequencing  episodes  and  linking  data 
for  reports 


>  01/01/1984  and  <  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


<  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


ever-changing  list 


for  sequencing  episodes  and  linking  data 
for  reports 
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#Other  therapy  agent 


Other  therapy  route 


#Other  therapy  Start  Date 


Other  therapy  Start  Date  Inc  Text 


Other  therapy  End  Date 


Other  therapy  End  Date  Inc  Text 


Patient  Response 


RADIATION 


QC  by  WS 


*UCSF  Medical  Record  Number 


Episode  number 


#Site  of  radiation  therapy 


#Laterahty 


Total  Dose 


#Radiation  therapy  start  date 


Radiation  therapy  start  date  incomplete 


Radiation  therapy  end  date 


Radiation  therapy  end  date  incomplete 


Radiation  boost  given 


Type  boost 


Rads  of  boost 


Radiation  Oncologist 


FOLLOW-LP 


*UCSF  Medical  Record  Number 


#Follow-up  date 


Neo-adjuvant 

Adjuvant 

Metastatic 


PO 

IV 

IT 

IP 

lA 

unknown 


Date 


Text 


1.  Progression 

2.  Stable 

3.  Response 

4.  Response  then  progression 

5.  Mixed 

6.  Not  Applicable  (adjuvant) 


Neo-adjuvant 

Adjuvant 

Metastatic 


1 .  Breast 

2.  Chest  wall 

3.  Supraclavicular 

4.  Axillary 

5.  Mediastinal 

6.  Other  (list) 


right/left/distant  mets 


yes;no;unknown 


None 
Electrons 
External  beam 
Implants 


Should  we  have  a  picklist? 


>  01/01/1984  and  <  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


<  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


for  sequencing  episodes  and  linking  data 
for  reports 


>  01/01/1984  and  <  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


<  today’s  date 


Incomplete  month/day  defaults  to  01.  Tex 
note  about  what’s  missing. 


from  Date  of  Service  on  patient  label; 
required;<  or  =  Date() 
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#Provider 

Benz,  Christopher 

Dollbaum,  Charles 

Esserman,  Laura 

Ewing,  Cheryl 

Hwang,  Shelley 

Leong,  Stanley 

Margolis,  Lawrence 

Park,  John 

Rugo,  Hope 

Tripathy,  Debu 
unknown 

not  collected  at  this  time 

added  01/16/2001  for  accurage  tallying; 
required 

#Episode  number 

Laterality 

right;left;distant  mets 

Second  opinion 

yes;no 

for  abstractor 

Current  Menopausal  Status 

pre 

post 

uncertain 

completed  all  surgery  for  this  cancer 

yes 

for  abstractor 

completed  chemotherapy 

yes 

for  abstractor 

completed  radiation  therapy 

yes 

for  abstractor 

completed  hormone  therapy 

yes 

for  abstractor 

changed  Stage  IV  therapy 

yes 

for  abstractor 

On  chemotherapy 

yes/default  is  null 

On  tamoxifen  only 

yes/default  is  null 

On  other  hormone  therapy 

yes/default  is  null 

On  radiation  therapy 

yes/default  is  null 

On  other  therapy 

yes/default  is  null 

Diagnosis 

no  prior  breast  cancer  diagnosis 
r/o  breast  cancer 
first  breast  cancer  diagnosis 
new  breast  primary  (contralateral) 
local/regional  recurrence 
distant  recurrence 

local/regional  AND  distant  recurrences 

• 

Status 

not  applicable 

NED 

stable 

progressive 

responding 

Recurrence  detected 

no/pending/yes 

Data  entry  date 

date 

01/01/2000=dummy  (prior  to  required  dats 
implementation  on  01/25/2001) 

QC  by  WS  date 

date 

01/01/2000=yes  (prior  to  date 
implementation  on  10/20/2000) 

RECURRENCE 

(subform  in  Summary  and  Follow-up) 

■xSHBEp'*''  V^Vip'l  '  1  I  ■'■I'la/jtti 

*UCSF  Medical  Record  Number 

#Episode  number 

>1 

Laterality 

right;left;distant  mets 

a  double-check? 

#Recurrence  date 

Recurrence  date  incomplete 

day  unknown 
month/day  unknown 
month/day/year  unknown 

Incomplete  month/day  defaults  to  01. 

Recurrence  type 

new  breast  primary  (contralateral) 
local/regional  recurrence 
distant  recurrence 

Mode  of  dx  clinical  exam  date 
Mode  of  dx  radiographic  date 
Mode  of  dx  biopsy  date 


Mode  of  dx  other  date 


Site  1  of  recurrence 


Site  1  of  recurrence  date 


Site  2  of  recurrence 


Site  2  of  recurrence  date 


Site  3  of  recurrence 


Site  3  of  recurrence  date 


Site  4  of  recurrence 


Site  4  of  recurrence  date 


Site  5  of  recurrence 


Site  5  of  recurrence  date 


HIGH  RISK 


*MRN 


*Date  of  service 


Referring  physician 


Weight 


Height-feet 


Height-inches 


Income 


Migraine  headache 


LMP 


Take  synthroid 


LowBMD/osteoporosis 


DVT  without  pregnancy 


DVT  with  pregnancy 


Date  of  last  mammo 


Annual  screening  mammogram 


Monthly  breast  self  exam 


Date  of  last  pap  smear 


Older  than  50,  date  of  last  fecal  occult  blood 


Older  than  50,  date  of  last  flex 
sig/colonoscopy 


5  servings  fmits/vegs 


1.  left  breast 

2.  right  breast 

3.  chest  wall,  left 

4.  chest  wall,  right 

5.  supraclavicular,  left 

6.  supraclavicular,  right 

7.  axillary,  left 

8.  axillary,  right 

9.  bone 

10.  brain 

1 1 .  liver 

12.  lung 

13.  skin 

14.  cervical  nodes,  right 

15.  cervical  nodes,  left 

16.  mediastinum 

17.  meningeal 

18.  pleura 

19.  pericardium 

20.  peritoneum 

2 1 .  mesenteric 

22.  periaortic  nodes 

23.  pelvic  nodes 

24.  uteras 

25.  ovaries 

26.  marrow 

0.  other  (list) 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


yes;no;unknown;no  response 


yes;no;unkhown;no  response 


yes;no;unknown;no  response 


yes;no;unknown;no  response 


yes;no;unknown;no  response 


yes;no;unknown;no  response 


yes;no;no  response 


Yes;No;Not  Sure;No  response 


beans  &  legumes? 


3  whole  grains  daily 


limits  red  meat 


limits  pickled,  etc 


limits  high  fat  foods 


cooks  majority  from  scratch 


sources  of  drinking  water 


chemical  exposure  during  job 


If  yes  chemical,  explain 


Hx  of  radiation  of  chest  wall 


Alcohol  drinks  per  day 


General  risk  assessment 


Surveillance  options 


Current  breast  problem 


Family  history  concern 


Prophylactic  surgery 


Other  breast  concerns 


Other  breast  concems-explanation 


Menopause  concerns 


Hormone  replacement  therapy 


Heart  disease 


Alzheimer 


Nutrition 


Exercise 


Smokmg 


Stress 


Other  women’s  concerns 


Other  women’s  concems-explanation 


Other  Ca 


Chemoprevention 


Gail  index-5  year 


Gail  index-Lifetime 


BMI 


HIGH  RISK  FOLLOW-UP  AND 
RECOMMENDATIONS 


*MRN 


’•‘Date  of  service 


Mammogram  annually 


Mammogram  bi-annually 


Clinical  breast  examination  armually 


Clinical  breast  examination  bi-armually 


Breast  sonogram 


Breast  sonogram-explain 


Breast  MRI 


Breast  MRI-explain 


Basic  BSE  training 


MammaCare  training 


Pelvis  ultrasound  with  Doppler  probe 
armually 


Pelvis  ultrasound  with  Doppler  probe  bi- 
armually 


Pelvic  examination 


Screening  colonoscopy 


Flexible  sigmoidoscopy 


Skm  screenmg 


Yes;No;Not  Sure;No  response 


Yes;No;Not  Sure;No  response 


Yes;No;Not  Sure;No  response 


Yes;No;Not  Sure;No  response 


Yes;No;Not  Sure;No  response 


Yes;No;Not  Sure;No  response 


tap  water  predominantely;filtered  water 
predominantely;bottled  water 
predominantely 


Yes;No;Not  Sure;No  response 


Yes;No;No  response 


0;l;2;3;4;5;6;7;8;9;10;More  than  10 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


option  button  (click  for  Yes) 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


111 


Chemoprevention-prevention 


STAR  trial 


Tamoxifen 


Soy 


Nutrition  consultation 


Smoking  cessation 


Alzheimer’s  Disease-family  history 


Menopausal  symptoms-HRT 


Menopausal  symptoms-Soy 


Menopausal  symptoms-Effexor  or  other  SS 


Menopausal  symptoms-Megace 


Osteoporosis  prevention-Family  history 


Osteoporosis  prevention-Known  low  BMD 


Osteoporosis  prevention-increase  weight¬ 
bearing  exercise 


Osteoporosis  prevention-increase  Ca#  intake 


Osteoporosis  prevention-BMD 


Cardiovascular  disease-Family  history 


Cardiovascular  disease-GRT 


Cardiovascular  disease-increase  exercise 


Cardiovascular  disease-Fasting  lipid  profile 


Clinical  trial-Soy/Tam 


Clinical  trial-MRI 


Clinical  trial-NAF 


Follow-up  appointment  given-Yes 


Follow-up  appointment  in  approximately  hoi 
many  months 


Follow-up  appointment  given-No;  Patient  to 
call  for  appointment 


Seen  by  NP  (Jill,  Marylou) 


Seen  by  CC  (Jennifer) 


Seen  by  Cancer  Risk 


Seen  by  MD 


Comments 


Follow-up  Recommendations  given  or  sent  t( 
patient 


Profile  given  or  sent  to  patient 


Follow-up  Recommendations  sent  to  MD  date 


Profile  sent  to  MD 


Letter  sent  to  MD 


SERUM  SAMPLES 


*MRN 


*Date  of  collection 


Sample  ID 


Number  of  samples  banked 


Number  of  samples  released  first 


Date  samples  released  first 


Number  of  samples  released  second 


Date  samples  released  second 


Number  of  samples  released  third 


Date  samples  released  third 


Number  of  samples  released  fourth 


Date  samples  released  fourth 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


checkbox 


pull-down  list 


date 


text 


number 


number 


date 


number 


date 


number 


date 


number 


date 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


>01/01/2001  (for  new  year  error 
prevention-change  every  new  year) 


112 


DEATH 


*MRN 


Deceased 


Date  of  death 


Cause  of  death 


SLN-Surgery 


*MRN 


Surgeon 


Surgery  date 


Anesthesia 


Injection  type 


Laterality 


Injection  location  cm 


Injection  location  clock 


Antibiotics 


Blue  dye  injected 


Volume 


Dilution 


Injection  start  time 


SLN  basin  incision  time 


First  SLN  excision  time 


SLN  basin  incision  closed 


Intraoperative  complications 


Breast  procedure 


Needle  loc  used 


SLNDBeforeAfter? 


Neoprobe  type 


Collimator  used 


PatologyReportDate 


PathologyReportNumber 


SLN-Surgery-Nodes 


MRN 


Surgery  date 


Accession  number 


Node  ID 


Laterality 


Skin  count 


In  VIVO  count 


Ex  vivo  count 


Bed  count 


Blue  score 


SLN-Radiology 


MRN 


Nuclear  medicine  physician 


Injection  date 


Injection  start  time 


Imagedate 


Image  start  time 


Time  interval  to  visualization 


Injection  type 


for  partial  dates 


to  be  refined 


Laterality 


Injection  location  cm 


Injection  location  clock 


Radioactive  tracer 


Dose  injected 


Volume  injected 


Pinhole  technique 


Total  number  marked  SLNs 


Total  number  channels 


Lymph  node  basin 


SLN-Pathology 


MRN 


Accession  number 


Surgery  date 


Surgery  type 


CALND  refused? 


Total  number  of  SLNs 


Total  number  of  positive  SLNs 


CALND  total  number  of  nodes 


CALND  total  number  of  positive 
nodes 


Size  of  largest  metastasis 


Method  of  detection 


SLN-Pathology-Specimen  s 


MRN 


accession  number 


surgery  date 


node  ID 


length  of  metastasis 


width  of  metastasis 


greatest  dimension  of  metastasis 


number  of  tumor  cells 


extranodal  extension 


subcapsular  invasion 


cortical  invasion 


medullary  invasion 


metastasis  seen  clearly  on  H&E 


metastasis  seen  only  by  IPOX 


hilum  present 


hilar  invasion 


number  of  metastases 


114 


elcome 


UCSF  COMPREHENSIVE  CANCER  CENTER 

CAROL  FRANC  BUCK.  BREAST  CARE  CENTER 


Appendix  F 


Welcome  to  the  UCSF  Carol  Franc  Buck  Breast  Care  Center  (BCC).  We  want  to  provide  you  with  the 
highest  quality  of  care.  Please  let  us  know  what  we  can  do  to  help  you  get  the  information,  support  and 
guidance  you  need. 

We  continue  to  hear  from  women  with  breast  cancer  how  difficult  the  period  following  a  new 
diagnosis  can  be.  It  is  important  that  you  know  there  are  many  people  and  resources  available  to  help 
you  through  this  time.  We,  the  staff  of  the  UCSF  Carol  Franc  Buck  Breast  Care  Center,  want  to  pro¬ 
vide  both  care  and  support  to  you  through  this  difficult  time. 

General  Information 

This  binder  is  designed  to  provide  basic  information  regarding  breast  cancer,  as  well  as  additional 
information  about  the  resources  available  to  you.  The  binder  is  not  meant  as  a  substitute  for  commu¬ 
nication  with  your  doctor(s)  and  nurse(s).  This  information  is  given  as  a  supplement  and  certainly 
cannot  replace  personal  interaction. 

How  to  find  more  information 

The  Ida  and  Joseph  Friend  Cancer  Resource  Center  is  located  at  2356  Sutter  Street  on  the  first  floor, 
between  the  cafe  and  boutique.  There  is  a  library  of  books,  videotapes,  audiotapes,  and  other 
resources  for  you  to  check  out,  and  the  staff  can  perform  information  searches  for  you.  They  can  also 
assist  you  to  use  the  Internet  to  find  further  information  and  resources.  The  Resource  Center  can  also 
refer  you  to  many  available  support  programs,  including  support  groups,  a  Peer  Support  Program, 

Art  for  Recovery,  Tai  Chi,  dance  therapy,  and  one-to-one  psychological  counseling. 

Research 

We  will  always  ask  you  to  fill  out  evaluations/surveys  in  order  to  help  us  design  programs  to  best 
suit  your  needs.  Because  UCSF  is  a  research  institution,  you  may  be  asked  to  participate  in  one  or 
more  of  the  new  programs  at  the  BCC.  We  want  you  to  know  that  although  we  invite  your  participa¬ 
tion  in  these  programs,  it  is  not  mandatory  and  if  you  choose  to  decline,  this  will  NOT  affect  the 
quality  of  care  you  receive. 

We  recognize  that  you  may  have  many  questions  and  concerns,  and  we  want  to  make  sure  we 
address  them.  Please  feel  free  to  ask  us  because  we  are  here  to  help  you. 

Sincerely, 


Your  caregivers  at  the  UCSF  Carol  Franc  Buck  Breast  Care  Center 
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eneral  information  for  the  BCC 


•  Office  hours  are  Monday  through  Friday  8A.M.  -  12:00  noon  and  1P.M.  -  5P.M.  After  hours 
a  physician  is  on  call  for  emergencies. 

•  Please  allow  at  least  72  hours  for  all  prescription  refills.  Have  your  pharmacy  fax  the  request  to  our 
office.  For  new  prescriptions,  please  call  the  office  and  ask  to  speak  with  a  nurse. 

•  You  should  plan  to  arrive  15  minutes  early  for  all  appointments.  This  allows  you  time  to  complete  any 
necessary  paperwork  and  to  check  in  with  the  front  office  before  your  appointment. 

•  If  you  have  any  tests  done  at  non-UCSF  facilities,  you  will  be  responsible  for  bringing  the  results  and  any 
radiology  films  to  your  appointments. 


If  you  are  on  chemotherapy: 


On  the  first  day  of  each  cycle  of  chemotherapy 
you  will  stop  in  the  lab  to  get  blood  drawn 
1/2  hour  prior  to  your  appointment  with  your 
nurse  practitioner. 


•  During  treatment,  if  you  are  not  feeling  well, 
please  call  us  as  soon  as  possible.  If  we  direct 
you  to  come  in,  it  is  important  that  you  come  as 
soon  as  possible  so  we  can  evaluate  and  do  nec¬ 
essary  tests  within  normal  work  hours.  If  it  is 
after  4:00  P.M.,  you  may  be  directed  to  the  emer¬ 
gency  room  at  the  UCSF  Parnassus  campus. 


Insurance: 


•  If  you  change  your  medical  insurance  during 
your  care  at  the  Breast  Care  Center,  it  is  your 
responsibility  to  notify  the  front  office  and 
provide  a  copy  of  your  new  insurance  card. 

•  If  you  have  an  HMO  insurance  plan,  then  you 
wiU  be  responsible  for  obtaining  an  authoriza¬ 
tion  or  referral  for  each  appointment  at  the  BCC. 

•  If  you  are  unable  to  provide  a  referral  or 
authorization,  you  will  be  responsible  for  all 
charges  associated  with  your  appointment. 


Disability  paperwork: 

•  If  you  are  out  of  work  for  an  extended  time 
due  to  surgery  or  illness,  you  may  be  eligible 
for  disability  benefits.  These  benefits  usually 
are  partial  compensation  for  the  wages  lost 
while  you  were  unable  to  work.  Please  contact 
your  employer  or  benefits  department  to  find 
out  what  your  disability  benefits  are. 

•  All  disability  forms  will  require  either  a 
statement  or  the  completion  of  forms  by  your 
physician.  You  will  need  to  allow  7-10  work¬ 
ing  days  for  our  office  to  complete  the  physi¬ 
cian  portion  of  the  forms. 
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;  ;reast  Cancer  Related  Web  Sites 

"'V  5  ' 

Breast  Cancer  Information: 


UCSF  Carol  Franc  Buck  Breast  Care  Center 

UCSF  Breast  Care  Center  Clinical  Trials 

Cancer  Links:  Links  to  many  breast  cancer  sites 

CancerNet  from  National  Cancer  Institute 
(includes  PDQ) 

ASCO  Patient's  Guide  to  Follow-Up  Care  for 
Breast  Cancer 

Community  Breast  Health  Project  (CBHP) 
Oncolink 


Breast  Cancer  Lighthouse 


Breast  Cancer  Network  (BreastCancer.Net), 
an  online  newsletter 

Breast  Reconstruction 


CancerGuide  -  Steve  Dunn's  Cancer  Information 

Celebrating  Life:  A  Site  for  African  American  Women 
with  Breast  Cancer 


Clinical  Trials  Search:  PDQ 


Cancer  Supportive  Care  Guide 


The  Breast  Gene  and  BRCAl  2  3  Information 


http:  /  /breastcarecenter.ucsfmedicalcenter.org 
http:  /  /bcc-ct.his.ucsf.edu 
http:  /  /www.cancerlinks.org 
http:/  /cancemet.nci.nih.gov 

http:  /  /  www.asco.org  /people  /rs  /html  /breast  / 
f  patguidebr.htm 

http:  /  /www.med.stanford.edu/CBHP 

http:/  /  oncolink.upenn.edu 

http:  /  /  commtechlab.msu.edu  /  CTLproiects  / 
breastcancerlighthouse  / 

http:  /  /  www.breastcancer.net/bcn.html 

http:/  /www.cancerbacup.org.uk/info/ 
breast-reconstruction.htm 

http:  /  /cancerguide.org 

http:/ /www.celebratinglife.org 

http:/ /cancertrials.nci.nih.gov/ 

http:  /  /  www.cancersupportivecare.com/ 

www.ncgr.org/gpi/bc  pg  front.html 
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he  Program  for  Collaborative  Care 


“I’m  in  information  overload!” 

“What  questions  should  I  ask  my  doctor?” 

“How  can  I  remember  everything  my  doctor  and  I  talk  about?” 

What  is  the  Program  for  Collaborative  Care? 

Collaborative  Care  was  designed  to  support  patients  and  physicians  as  you  navigate  complex  decisions 
together  in  breast  cancer  treatment.  Our  research  has  shown  that  Collaborative  Care  can  help  alleviate  some  of 
the  confusion,  anxiety,  and  fear  people  often  feel  in  the  treatment  decision-making  process. 

Consultation  Planning  helps  you  map  out  your  questions  and  concerns  before  an  upcoming  consultation 
with  a  breast  cancer  specialist.  We  work  with  you  to  identify  key  questions  you'd  like  to  ask,  and  provide  a 
printed  flowchart,  called  a  Consultation  Plan.  Both  you  and  your  physician  get  a  copy  of  the  Consultation  Plan, 
which  guides  the  conversation  about  your  options.  A  Consultation  Planning  session  takes  about  an  hour,  usual¬ 
ly  right  before  your  appointment  with  a  physician. 

Consultation  Recording  provides  support  during  the  consultation  between  you  and  your  doctor.  We  create 
an  agenda  for  the  meeting,  create  a  flowchart  of  the  discussion,  and  facilitate  the  conversation.  You  receive  a 
copy  of  the  flowchart,  called  a  Consultation  Record,  at  the  end  of  the  discussion.  This  helps  alleviate  confusion, 
outlines  clear  next  steps  for  your  care,  and  identifies  who  is  responsible  for  each  step. 


The  Program  for  Collaborative  Care  was 
designed  to: 

•  Help  you  get  the  answers  you  need  to  under¬ 
stand  your  diagnosis  and  treatment  options 

•  Give  you  the  confidence  to  make  informed  deci¬ 
sions 

•  Provide  the  support  to  move  forward  in  your 
breast  care 


Who  Can  Benefit  from  Collaborative  Care? 

Anyone  who  is  scheduled  for  an  upcoming  con¬ 
sultation  with  a  breast  cancer  specialist,  surgeon,  or 
oncologist  can  participate  in  the  Program  for 
Collaborative  Care.  This  is  a  free,  voluntary  program 
provided  by  the  Carol  Franc  Buck  Breast  Care  Center. 

How  to  Reach  the  Program  for  Collaborative 
Care: 

For  more  information,  or  to  schedule  an  appoint¬ 
ment,  please  call  Caryn  Aviv  at  415.353.7726. 


This  program  was  designed  through  the  research  of  Dr.  JeffBelkora  and  Dr.  Karen  Cushing  Sepucha  of  Stanford  University. 
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ollow-Up  Program 

UCSF  Carol  Franc  Buck  Breast  Care  Center 


Welcome  to  the  Follow-Up  Program.  On  behalf  of  the  staff  at  the  UCSF  Carol  Franc  Buck  Breast  Care  Center  (BCC), 
we  want  to  introduce  you  to  the  long-term  follow-up  program.  The  team  of  physicians  at  the  BCC  have  designed  this 
program  to  meet  the  needs  of  all  patients  who  are  a  year  out  from  their  cancer  diagnosis,  who  are  at  high  risk  for  breast 
cancer  and  have  had  a  year  of  stable  exams,  or  who  have  been  treated  for  other  related  breast  problems. 


Why  a  new  follow-up  program? 

After  the  first  year  of  treatment,  many  women  find 
themselves  wondering:  Now  what  do  I  do?  Who  will 
have  the  time  to  answer  all  of  my  questions?  How  do 
I  make  sure  I  continue  with  appropriate  follow-up 
care?  Will  someone  call  to  tell  me  the  latest  findings 
reported  in  the  news  and  how  these  discoveries  apply 
to  me?  How  should  I  expect  to  feel  in  the  upcoming 
years?  Should  I  be  seeing  the  specialists  (surgeons, 
oncologists,  radiotherapists,  etc.)  several  times  a  year? 

Our  program  allows  us  to  develop  better  ways  to 
get  information  to  you  and  to  learn  more  about  what 
happens  to  each  of  you.  The  information  we  learn 
from  you  will  be  used  to  advise  women  properly 
about  what  to  expect  after  treatment  for  breast  cancer. 
We  invite  you  to  help  teach  us  what  is  important  to 
you  as  you  make  decisions.  That  way  we  can  learn 
what  women's  concerns  are,  which  will  enable  us  to 
better  address  your  needs.  We  feel  this  program  may 
allow  a  better  and  more  systematic  exchange  of  infor¬ 
mation,  a  greater  ability  to  accurately  track  your  situa¬ 
tion,  and  offer  new  treatments  or  clinical  trials  that  are 
appropriate  for  you. 

TKe  follow-up  program 

Mary  Lou  Ernest,  our  lead  nurse  practitioner,  will 
head  up  the  follow-up  team.  Mary  Lou  has  over 
twenty  years  of  experience  working  in  oncology  and 
has  focused  on  breast  cancer  for  the  last  five  years. 
Some  of  her  interests  include  alternative  therapies, 
nutrition,  and  education.  These  interests,  combined 
with  her  expertise  in  breast  care,  allow  her  to  take  a 
holistic  and  comprehensive  approach  to  patient  care. 


A  year  after  diagnosis,  you  will  enter  the  follow-up 
program  and  meet  with  Mary  Lou  to  create  a  follow¬ 
up  plan  together.  Your  plan  will  include  regular  breast 
exams,  necessary  screening  tests,  at  least  one  appoint¬ 
ment  with  our  nutritionist,  information  on  exercise 
and  other  lifestyle  changes,  and  a  schedule  of  future 
appointments  and  screening  exams.  You  will  also  get 
a  list  of  symptoms  to  look  for  and  written  advice  on 
when  you  should  call  the  BCC.  If  there  are  any  prob¬ 
lems  identified  by  you  and  the  nurse  practitioner,  you 
will  automatically  be  seen  by  your  physician. 

Getting  the  Right  Information  to  You 

Dr.  Laura  Esserman  and  Dr.  Debu  Tripathy,  along 
with  the  rest  of  the  team  of  physicians,  will  lead 
monthly  follow-up  discussioris  groups  to  review  any 
new  findings  in  the  literature  or  newspapers.  In  your 
individual  appointment  with  Mary  Lou  you  have  the 
opportunity  to  address  your  personal  medical  needs. 
Our  objective  in  these  forums  is  to  create  an  atmos¬ 
phere  where  both  you  and  the  physicians  can  share 
information  and  ideas.  During  the  monthly  sessions. 
Dr.  Esserman,  Dr.  Tripathy  or  other  caregivers  will  be 
available  for  any  individual  questions. 

We  hope  that  this  program  decreases  your  waiting 
times  and  enables  us  to  make  sure  the  physicians  are 
more  readily  available  for  any  new  problems  that 
arise.  Having  a  follow-up  program  also  enables  the 
BCC  physicians  to  be  available  to  new  patients  you 
refer  to  our  practice.  We  welcome  your  comments, 
questions,  and  suggestions!  Thank  you. 

-  The  BCC  Staff 
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ollow-Up  Care  for  Breast  Cancer 
Patients 


After  patients  have  completed  treatment  for  early  stage  breast  cancer,  one  of  the  common  questions  is  "How 
should  I  best  be  monitored?"  At  the  current  time,  the  standard  approach  for  monitoring  patients  is  for  them  to 
be  seen  for  a  physical  exam  and  a  review  of  s5Tnptoms  anywhere  from  every  3-6  months  for  the  first  2-3  years, 
then  every  6  months  until  year  5,  and  armually  thereafter.  You  should  also  continue  to  have  annual  mammo¬ 
grams  of  the  other  breast.  In  some  cases  following  a  lumpectomy,  we  may  recommend  a  mammogram  of  the 
involved  breast  every  6  months  for  2-3  years  and  then  yearly  thereafter.  We  also  ask  you  to  report  any  new  or 
unusual  symptoms  so  that  we  can  determine  whether  any  further  testing  needs  to  be  done. 

In  terms  of  screening  for  the  spread  of  breast  cancer  (metastases),  the  routine  use  of  chest  x-rays  and  blood 
tests  for  patients  who  have  no  symptoms  is  generally  not  recommended.  The  reason  for  this  is  that  even  though 
these  tests  may  pick  up  a  recurrence  at  an  earlier  moment,  it  is  not  clear  that  the  earlier  institution  of  therapy  for 
advanced  breast  cancer  will  ultimately  lead  to  a  better  long  term  result.  This  is  because  when  patients  have 
metastatic  recurrence,  the  focus  of  therapy  is  to  keep  the  cancer  under  control  but  our  ability  to  cure  cancer  is 
limited.  Furthermore,  screening  tests  such  as  x-rays  and  blood  tests  can  also  appear  abnormal  when  in  fact  there 
is  no  spread  of  cancer  and  it  may  require  more  invasive  testing,  such  as  a  biopsy,  to  sort  this  out.  For  these  rea¬ 
sons,  most  expert  panels  have  concluded  that  at  the  current  time,  these  types  of  screening  tests  for  spread  of 
cancer  are  not  warranted. 

Please  refer  to  the  ASCO  Guidelines  for  a  more  detailed  explanation  of  the  latest  recommendations  for 
following  patients  after  treatment  for  early  stage  breast  cancer. 
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elf-Care  and  Recovery 
Introduction  to  Lifestyle  Change 


There  are  as  many  breast  cancer  stories  as  there  are  women  with  breast  cancer.  There  is  no  single  right 
way  to  heal,  to  feel  better,  to  cope  or  to  change  one's  life.  What  seems  to  be  important  is  to  spend  some  time 
learning  about  which  ways  of  healing  and  feeling  better  are  the  best  match  for  you. 

There  are  no  clear  cause(s)  of  breast  cancer,  and  therefore,  no  proven  ways  to  prevent  the  disease  or  its 
recurrence.  This  can  provoke  uncertainty,  fear  and  anger.  It  is  this  fear  of  the  unknown  and  people's  passion  to 
find  causes  that  fuels  breast  cancer  advocacy  and  research.  Even  though  there  is  no  proof,  there  are  some  princi¬ 
ples  of  healthier  living  which,  at  the  very  least,  help  people  to  feel  less  ill.  At  their  best,  these  principles  may 
help  improve  your  health,  energy  level  and  overall  sense  of  well  being. 

There  is  ongoing  research  in  progress  examining  lifestyle  issues,  such  as  diet,  exercise,  support,  and  stress 
management.  At  UCSF  we  are  examining  whether  or  not  a  diet  low  in  fat  and  high  in  vegetables,  fruits  and  fiber 
can  reduce  recurrence  rates  for  breast  cancer,  whether  participation  in  support  groups  (and  what  kinds)  can 
improve  survival,  whether  or  not  exercise  can  reduce  fatigue  and  whether  or  not  Chinese  herbs  (and  which 
ones)  can  reduce  chemotherapy  side  effects.  You  may  have  or  may  in  the  future  participate  in  studies  like  this  to 
help  answer  these  questions. 

As  of  now,  we  do  not  have  answers.  However,  given  the  evidence  that  does  exist,  and  the  experience  of 
women  who  feel  better  when  taking  good  care  of  themselves,  we  want  to  highlight  some  recommendations  to 
help  you  to  shape  your  individual  recovery  plan. 

Imagine  a  process  of  self-inventory: 

•  What  are  my  self-care  skills?  Do  I  take  care 
of  me  last?  What  advice  would  I  give  me  if 
I  were  my  best  friend,  sibling,  or  child? 

•  How  am  I  eating?  Am  I  dieting,  feeling 
deprived,  sneaking  "junk,"  feeling  guilty 
about  eating  the  "wrong"  stuff,  feeling 
confused  about  what  are  the  right  and  wrong 
foods  to  eat?  Do  I  drink  enough  water? 

•  Do  I  sleep  well?  Can  I  sleep  well?  What 
interrupts  sleep  and  rest? 

•  Do  I  smoke  cigarettes?  Do  I  drink  excessive 
alcohol? 

•  lATiat  are  the  stressors  in  my  life?  What  can 
I  change?  What  can  I  respond  to  differently? 

•  Do  I  move  my  body?  In  which  ways  of  moving 

do  I  feel  the  most  pleasure?  How,  when  and 
where  do  I  fit  it  in  my  life?  j  21 
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Lifestyle  change  is  not  a  written  prescription  that 
never  changes.  It  is  a  dynamic  process  that  is  often  in 
crisis  and  flux  throughout  breast  cancer  diagnosis  and 
treatment.  The  first  and  biggest  step  is  to  care  enough 
about  yourself  to  care  for  you.  This  is  self-care. 

We  at  the  Carol  Franc  Buck  Breast  Care  Center 
hope  to  provide  you  with  information  and  support 
that  wiU  enable  you  to  explore  ways  of  feeling  better. 
You  can  teach  us  what  works  for  you.  This  will  enable 
us  to  hold  your  experience  and  communicate  your 
teachings  to  other  women  with  breast  cancer. 


What  is  making  me  feel  badly?  What  are  the 
barriers  to  changing  that? 

What  do  I  love?  What  moves  me  and  gives  my 
life  meaning?  Do  I  make  room  or  time  for  that 
which  gives  my  life  meaning?  What  stirs  my 
creative  juices? 
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ow  Research  Studies  Work 


Here  is  some  general  information  about  how  "clinical  trials,"  the  term  physicians  use  to  describe  research 
studies,  are  conducted.  Research  studies  are  essential  to  the  goal  of  curing  breast  cancer,  but  they  require  many 
participants  in  order  to  learn  what  will  help  more  women.  We  are  providing  this  information  with  the  hope  that 
it  will  encourage  you  to  consider  a  research  study,  and  help  doctors  to  treat  women  with  breast  cancer  or  those 
at  increased  risk  more  effectively. 

Recent  advances,  particularly  in  detection,  therapy,  and  side  effect  management  have  helped  more  women 
with  breast  cancer  live  longer.  Yet  despite  these  advances,  over  177,000  women  will  be  diagnosed  with  breast 
cancer  this  year  and  44,000  women  will  die.  Less  than  50%  of  the  women  treated  for  breast  cancer  with  surgery, 
radiation,  and/or  chemotherapy  will  ever  have  recurrences,  but  we  don't  feel  that  figure  is  low  enough.  There 
are  still  many  questions: 

•  Hoiv  do  we  truly  prevent  breast  cancer? 

•  Hoiv  do  we  find  and  treat  breast  cancer  before  it's  big  enough  to  see? 

•  Which  therapies  shotdd  be  used  for  different  kinds  of  breast  cancer? 

•  What  is  the  best  way  to  use  these  therapies? 

•  Hoiv  do  we  identify  sub-groups  ofzvonten  ivho  benefit  from  a  particular  therapy? 

•  How  do  ive  accurately  and  sensitively  determine  a  ivoman's  response  to  therapy? 

•  Why  do  some  cancers  metastasize  (move  to  other  sites)  and  others  don't? 

You  can  plan  an  important  role  in  helping  to  answer  these  questions  by  considering  a  research  study.  Each 
study  follows  a  plan  called  a  "protocol."  Most  trials  enroll  patients  at  multiple  locations.  Each  location  must  get 
approval  to  host  a  study  from  an  "Institutional  Review  Board"  (IRB)  or  "Committee  for  Human  Research" 

(CHR)  before  they  can  offer  it  to  you.  This  committee  makes  sure  that  you  are  not  being  asked  to  take  unneces¬ 
sary  risks.  A  separate  "Data  Safety  and  Monitoring  Committee"  then  tracks  the  study's  progress  to  make  sure 
it's  done  well. 

Before  you  enroll  in  a  research  study,  a  person  will  describe  the  study  to  you  in  language  that  you  can 
understand,  including  possible  risks  and  benefits.  This  is  called  "informed  consent."  Please  ask  all  the  ques¬ 
tions  that  will  help  you  understand  why  your  doctors  are  doing  the  study  and  what  you  will  be  expected  to  do. 
Keep  asking  until  you  feel  comfortable  about  participating. 

Your  questions  might  include: 

•  What  exactly  is  the  procedure  or  treatment  and  is  it  safe? 

•  How  does  it  compare  to  the  "standard"  procedure? 

•  Who  might  benefit  from  this  study? 

•  How  much  of  my  time  will  it  take  compared  to  "standard"  procedures? 

•  Hoiv  much  will  it  cost? 

•  What  are  my  other  options? 

122 

A  C  O  M  r  R  E  H  E  N  S  1 V  E  CANCER  C  E  N  T  i  iE  D  E  S 1 G  N  AT'  ED  R  Y  T  H  E  N  AT  IONA  L  C  A  N  C  E  R  1  N  S  T I T  Li  T  E 


%■ 


.*  S'/ 


UCSF  COMPREHENSIVE  CANCER  CENTER 

CAROL  FRANC  BUCK  BREAST  CARE  CENTER 


Letter  to  Breast  Cancer  Patients 
&  Survivors 


Hello, 

As  breast  caricer  patient  advocates,  we  understand  how  confusing  it  is  to  be  diagnosed  with  breast  cancer 
and  be  faced  with  the  many  options  regarding  treatment.  You  may  also  have  been  asked  to  participate  in  a 
research  study.  Because  of  this,  we  want  to  share  with  you  how  new  advances  for  breast  cancer  are  developed 
and  how  you  can  take  part  in  the  process. 

Virtually  all  of  the  improvements  in  cancer  care  have  occurred  because  of  something  called  a  "clinical  trial." 
The  term  "clinical  trial"  may  sound  a  bit  intimidating,  but  it  is  simply  a  research  study  that  carefully  tests  new 
ways  to  prevent,  diagnose,  or  treat  diseases  like  breast  cancer.  These  studies  are  critical  because  there  is  still  so 
much  that  isn't  known  about  this  disease. 

There  are  many  active  research  areas  in  breast  cancer.  In  the  table  below,  we  list  several  of  them  and  give 
examples  of  specific  study  topics  for  each: 

Examples  of  Study  Topics 

•  Nutrition,  exercise,  environment,  drugs 

•  Blood  tests,  digital  mammography 

•  Lumpectomy,  new  ways  to  give  radiation  and 
chemotherapy,  gene  therapy,  vaccines 

•  Anti-nausea  drugs,  acupuncture 

•  Drugs,  diet,  life-style  choices 

•  Support  groups,  imagery,  alternative  medicine 


Research  Area 

•  How  to  prevent  breast  cancer 

•  How  to  detect  cancer  early 

•  How  to  treat  cancer  more  effectively 

•  How  to  treat  side  effects 

•  How  to  prevent  recurrences 

•  How  to  help  patients  live  with  cancer 


There  are  advantages  and  disadvantages  to  participating  in  a  clinical  trial.  Advantages  might  include 
receiving  treatment  that  is  not  commercially  available,  receiving  more  thorough  follow-up  care,  or  experiencing 
treatment  that  is  given  in  a  more  effective  way  than  with  standard  therapies.  Disadvantages  might  include  more 
doctor  visits,  additional  tests,  or  increased  costs  (although  such  costs  are  usually  covered  by  the  trial  budget  or 
by  insurance). 

We  believe  it  is  important  for  you  to  understand  aU  of  your  options  as  you  decide  upon  a  treatment  plan. 
UCSF  shares  this  belief  and  is  working  hard  to  provide  options  for  each  of  their  breast  cancer  patients.  If  you 
are  interested,  UCSF  can  provide  a  list  of  clinical  trials  that  might  fit  your  particular  needs  at  the  UCSF  Breast 
Care  Center  or  at  other  sites  in  the  Bay  Area. 

We  want  you  to  make  the  best  decision  for  your  parhcular  condition.  If  you  want  information  about  a  spe¬ 
cific  clinical  trial,  please  call  the  clinical  trials  manager  at  the  UCSF  Breast  Care  Center  (see  phone  list).  We  also 
invite  you  to  learn  more  about  cancer  research,  and  how  you  can  help  by  contacting  Deborah  Collyar  at 
Collyar@worldnet.att.net  or  Peggy  Devine  at  (415)  502-2986. 
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omplementary  and  Alternative 
Medicine  Program  (BCC  -  CAMP) 


Our  Mission 

The  UCSF/Mt.  Zion  Breast  Care  Center 
Complementary  and  Alternative  Medicine  Program  is 
dedicated  to  designing  and  conducting  scientific  stud¬ 
ies  to  assess  the  value  of  non-conventional  modalities 
in  treating  breast  cancer  and  improving  the  general 
health  of  women  with  breast  cancer  or  with  breast 
cancer  risk.  Modem  medicine  has  made  great  strides 
in  early  detection,  reducing  rates  of  recurrence  and 
enhancing  quality  of  life;  however,  a  fully  effective 
breast  cancer  treatment  remains  to  be  found. 

Complementary  and  Alternative  Medicine 
(CAM)  encompasses  a  broad  range  of  healing  modali¬ 
ties  including  acupuncture,  herbs,  naturopathy,  home¬ 
opathy  and  mind/body  intervention.  These  forms  of 
alternative  treatment,  as  well  as  many  others,  have 
gained  widespread  appeal,  particularly  here  in  the  San 
Francisco  Bay  Area,  despite  the  lack  of  well  document¬ 
ed  treatment  benefits.  The  BCC-CAMP  strives  to  cre¬ 
ate  new  research  methodologies  to  examine  healing 
practices  that  have  evolved  within  different  cultures 
and  medical  traditions.  Our  goals  are  to  make  our 
research  results  available  and  accessible,  to  educate  the 
community  and  health  care  providers  and  to  provide 
high-quality  integrative  care.  We  are  committed  to 
attaining  the  best  possible  outcomes  for  women  with 
breast  cancer. 
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Current  Studies 

*  A  Study  to  Assess  the  Efficacy,  Feasibility, 
and  Toxicities  of  Chinese  Herbal  Therapy 
(CHT)  to  Alleviate  the  Side  Effects  of 
Chemotherapy  for  Breast  Cancer. 

Women  eligible  to  participate  in  this  study  have 
been  diagnosed  with  early  stage  breast  cancer  and  will 
be  receiving  doxorubicin  (Adriamycin®)  and 
cyclophoshamide  (CYTOXAN)  (AC)  chemotherapy. 
Women  in  this  study  will  be  taking  a  formula  of  21 
Chinese  herbs  or  a  placebo  formula,  starting  ten  days 
before  their  first  AC  treatment.  Patients'  progress  and 
side  effects  will  be  followed  closely  by  our  research 
team. 

*  A  Pilot  Feasibility  and  Efficacy  Study 
Assessing  Tibetan  Medicine  for  Metastatic 
Breast  Cancer. 

Women  with  clinical  evidence  of  asymptomatic 
or  minimally  symptomatic  metastasis  who  have  dis¬ 
continued  both  hormonal  and  chemotherapy  as  well 
as  any  other  investigational  or  herbal  agents  (for  at 
least  3  weeks  before  the  start  of  their  regimen)  may  be 
eligible  for  this  trial.  This  study  is  not  placebo-con¬ 
trolled.  All  women  who  participate  will  receive  a  com¬ 
bination  of  Tibetan  herbal  formulae. 

*  Pilot  Registry  of  Breast  Cancer  Patients 
Using  Traditional  Chinese  Medicine  (TCM). 

This  study  will  enroll  15  patients  with  asympto¬ 
matic  or  minimally  symptomatic  metastatic  breast  can¬ 
cer  who  are  only  using  TCM  and  track  their  outcome 
over  the  course  of  a  year.  Participants  will  receive 
individualized  courses  of  treatment  as  prescribed  by 
their  TCM  practitioners.  They  will  have  regular  physi¬ 
cal  exams  and  laboratory  work  at  the  Breast  Care 
Center,  assessment  of  their  tumor  status  and  will  com¬ 
plete  questionnaires  regarding  their  physical  health 
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Benefits 


t. 


Obtaining  Disability  Benefits 

If  you  are  out  of  work  for  an  extended  time  due  to  surgery  or  illness,  you  may  be  eligible  for  disability 
benefits.  These  benefits  usually  are  partial  compensation  for  loss  of  wages  while  you  are  unable  to  work. 
Depending  on  your  employer  and  benefits,  you  may  be  eligible  for  either  private  disability  and/ or  state 
disability  benefits.  Prior  planning,  when  possible,  is  crucial  to  ensuring  that  you  receive  the  benefits  to  which 
you  are  entitled. 


Please  contact  your  employer  or  benefits  depart¬ 
ment  to  find  out  more  about  your  specific  disability 
benefits.  All  forms  for  disability  will  require  either  a 
statement  or  completed  forms  from  your  physician. 
You  will  need  to  allow  7-10  working  days  for  our 
office  to  complete  the  physician  portion  of  the  dis¬ 
ability  forms. 

If  you  are  having  surgery,  at  your  pre-operative 
visit,  please  discuss  the  anticipated  length  of  time  that 
you  will  be  unable  to  work  following  surgery  with 
your  physician.  In  most  cases,  if  the  initial  time  off  is 
not  sufficient,  additional  time  may  be  requested.  If 
you  are  going  to  be  off  work  due  to  an  extended  ill¬ 
ness  or  to  complete  treatment,  please  discuss  the 
amount  of  time  you  will  need  to  be  off  work  with  your 
physician.  You  will  need  to  collaborate  with  your 
physician  regarding  the  length  of  your  disability. 

This  should  be  done  prior  to  the  completion  of  the  dis- 
abiUty  forms.  A  nurse  in  the  Breast  Care  Center  (BCC) 
coordinates  the  completion  of  all  disability  paperwork 
with  the  BCC  physicians. 

If  you  require  any  assistance  understanding  your 
disability  benefits  or  completing  the  forms,  please  let 
us  know  and  we  will  be  happy  to  assist  you.  There 
are  also  other  resources  regarding  disability  in  the  Bay 
Area.  The  Ida  and  Joseph  Friend  Resource  Center  on 
the  first  floor  of  2356  Sutter  Street  can  help  you  obtain 
this  information  and  help  answer  other  questions  you 
may  have. 


Since  many  people  are  entitled  to  state  disability 
insurance  benefits  we  are  including  specific  informa¬ 
tion  about  the  program.  We  also  have  state  disability 
forms  in  the  Breast  Care  Center. 

State  Disability  Insurance 
Benefits 

The  State  Disability  Insurance  Program  (SDI)  was 
set  up  to  parhally  compensate  loss  of  earrung  due  to 
illness  or  injury.  The  program  is  paid  for  through  pay¬ 
roll  deductions,  and  the  maximum  duration  of  benefits 
is  52  weeks. 

Basic  Eligibility: 

An  individual  is  considered  disabled  on  any  day 
on  which  she  or  he  cannot  perform  regular  work 
because  of  a  physical  or  psychological  condition. 

Eligibility  Criteria: 

To  receive  SDI  benefits,  you  must  meet  all  of  the 
following  criteria: 

•  Be  unable  to  perform  your  regular  work. 

•  Have  a  wage  loss  because  of  a  disability. 

•  Be  under  the  care  and  treatment  of  a  doctor 
who  certifies  that  you  are  disabled. 

•  Be  disabled  for  at  least  8  calendar  days. 

•  File  a  timely  claim.  A  claim  must  be  filed  with¬ 
in  41  days  of  the  first  payable  day  of  disability 
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enopause: 

How  to  Handle  the  Side  Effects 


Breast  cancer  treatment  often  causes  women  to  enter  menopause  prematurely.  The  change  in  hormone  lev¬ 
els  and  estrogen  depletion  caused  by  stopping  hormone  replacement  therapy  or  undergoing  chemotherapy  or 
hormonal  therapy  can  trigger  side  effects  commonly  associated  with  menopause.  Although  each  woman  reacts 
to  therapy  individually,  certain  side  effects  are  cormnon.  We  hope  this  information  will  provide  you  with  useful 
tips  to  help  you  manage  any  side  effects  that  you  may  be  experiencing.  Before  implementing  these  management 
strategies,  please  discuss  your  specific  symptoms  with  your  physician  or  nurse  and  ask  any  questions  you  may 
have.  If  you  are  seeing  a  complementary  or  alternative  medicine  practitioner,  please  let  us  know  what  you  are 
using  so  we  can  incorporate  the  information  into  your  care  plan. 


Hot  Flashes: 

Hot  flashes  are  probably  the  most  common  side 
effect  of  menopause.  Triggers  include  spicy  foods,  caf¬ 
feine,  alcohol,  tight  clothing,  heat  and  stress.  Try  to 
avoid  these  things  as  best  you  can  if  your  hot  flashes 
are  bothersome.  Foods,  like  soy  products  (soymilk, 
tofu,  soynuts)  and  flaxseeds  (either  ground  or  in  oil 
form),  have  been  shown  to  reduce  hot  flashes  in  some 
women.  Experiment  with  these  in  your  diet  if  possible. 
We  have  helpful  written  materials  on  soy  products  and 
how  to  incorporate  them  into  your  diet. 

Hot  flashes  tend  to  be  worse  at  night,  but  a  few 
simple  things  can  make  you  more  comfortable: 

•  Wear  cotton  pajamas  and  sleep  with  a  fan  on  in 
a  cool  room 

•  Use  cotton  flannel  or  “t-shirt"  sheets  to  absorb 
moisture 

•  Keep  a  change  of  sheets  and  pajamas  close  to 
your  bed  so  that  you  can  change  them  quickly  if 
they  are  wet  from  perspiration 

•  Take  a  warm  bath  or  shower  before  bed 

The  relaxation  response,  which  includes  deep 

abdominal  breathing,  has  been  shown  to  have  many 
beneficial  health  effects,  including  minimizing  hot 
flashes.  It  will  help  you  stay  calm  and  possibly  avoid 
or  reduce  the  severity  of  a  hot  flash.  Try  to  take  long. 


slow,  deep  breaths,  7-8  breaths  per  minute  if  possible, 
when  you  feel  a  hot  flash  coming  on.  Continue  to  do 
so  for  15  minutes. 

Daily  exercise  may  also  reduce  hot  flashes. 

Aerobic  exercise  for  at  least  20-30  minutes  a  day,  at 
least  3  times  a  week  is  our  recommendation.  Aerobic 
exercise  includes  walking,  running,  swimming,  biking 
or  any  other  exercise  that  keeps  your  heart  rate  elevat¬ 
ed  for  an  extended  time  period.  We  have  an  informa¬ 
tion  sheet  describing  aerobic  exercise  that  will  be  help¬ 
ful  for  you.  If  you  do  not  have  a  regular  exercise  pro¬ 
gram  already,  please  consult  with  your  physician  or 
nurse  to  see  what  type  of  exercises  may  be  best  for 
you. 

There  are  prescription  medications  that  provide  a 
benefit  to  some  women.  A  current  example  is  ven- 
lafaxine  (Effexor®).  This  medication  is  an  anti-depres¬ 
sant,  and  in  low  doses,  can  also  decrease  the  frequency 
and  severity  of  hot  flashes. 

Sleep  Disturbances: 

Hot  flashes  can  interrupt  a  healthy  night  sleep, 
and  insomnia  is  common.  Some  tips  to  help  you 
avoid  insomnia  include: 

•  Only  go  to  bed  when  you  are  tired. 

•  Only  sleep  while  in  bed  (do  not  read,  eat  or 
watch  television). 
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Welcome  to  the  Carol  Franc  Buck  Breast  Care  Center 


Basic  Facts  shout 
Br-east  Health 


Sg?  Soigieal  Oncofosiy 


Beconstnjctidn 
WedicaS  Onccttogy 
Radiation  Therapy 
Follow  Up  C^re 
,  Self  Cate  41  IteeoveTy 
SiS?  Other  "Idpics 
'5^  Glossarv 


tafS>  ‘ftlE  ^ATl'Et^T  gUl'O'E  TO  IBRBAST  CARE 


A  diagnosis  of  breast  cancer  is  often  paired  with  difficuit  sensations,  emotions 
and  responses  inciuding  fear,  shock,  numbness  and  disbeiief,  anger, 
betrayal,  grief  and  sadness.  In  the  midst  of  this  emotionai  trauma,  information 
must  be  gathered,  often  a  new  language  of  medical  terms  learned,  treatment 
choices  must  be  understood  and  difficult  decisions  must  be  made.  Women 
often  report  being  overwhelmed  or  at  least  intensely  challenged  to  make 
sense  of  the  medical  maze. 

Information  can  help.  Emotional  support  can  help.  It  is  important  during  the 
stressful  time  of  a  new  diagnosis  to  give  some  thought  to  how  you  learn  and 
how  you  can  most  easily  receive  emotional  support.  Who  in  your  life  can  be 
present  to  help  to  gather  information,  hear  medical  conversations?  If  you  are 
doing  the  data  gathering  yourself,  what  support  do  you  need  from  breast 
cancer  clinicians? 

This  section  of  our  web  page  is  designed  to  provide  you  with  general 
information  about  breast  cancer  and  its  treatment. 


We  see  the  information  here  as  a  starting  point  to  help  you  begin  to 
understand  the  range  of  terminology,  procedures,  and  treatments  associated 
with  breast  care  and  breast  cancer.  With  information  such  as  this,  we  hope, 
as  a  patient,  you  will  be  more  enabled  to  participate  with  your  doctor  in 
planning  the  best  possible  treatment;  or  as  a  friend  or  family  member,  you  will 
be  better  able  to  support  someone  close  to  you  who  has  been  diagnosed  with 
breast  cancer.  This  section  is  intended  as  a  source  of  information  and 
educational  resource  to  assist  you  in  the  dialogue  with  your  physician.  This 
information  does  not  replace  the  expertise  and  clinical  judgment  of  your 
physician.  Each  patient's  situation  must  be  evaluated  individually  by  a 
medical  team.  It  is  important  to  discuss  all  information  regarding  your  breast 
health  and  treatment  options  with  your  physician. 


http://www.ucsfbreastcarecenter.org/aboutindex.html 


Education/Psycological  Consultation  Evaluation  Questions 
1,  08/28/01 


Carol  Franc  Buck  Breast  Care  Center:  Education  Evaluation 

Prior  to  your  treatment  for  breast  cancer  our  plan  is  that  you  meet  with  a  nurse  who  describes 
what  to  expect  over  the  course  of  your  treatment.  Hopefolly,  you  were  also  given  an  educational 
packet.  We  are  interested  in  your  feedback  about  these  materials. 

1 .  Did  you  meet  with  a  nurse  prior  to  your  treatment  at  the  Breast  Care  Center? 


Yes . . 1 

Yes,  I  met  with  a  nurse,  but  it  was  after  my  treatment . 2 

Yes,  I  spoke  with  a  nurse  by  telephone . 3 

No . 4 


2.  Did  you  receive  materials  describing  your  diagnosis  and  treatment  options? 

Yes . 1 

No . 2 

3.  Did  you  receive  materials  describing  resources  available  to  you  at  the  UCSF  Cancer  Center? 

Yes . 1 

No . 2 

4.  The  materials  included  information  about  cancer  support  groups  and  resources  available  at  the 

Cancer  Center  and  in  the  community.  Did  you  use  any  of  these  services? 

Yes . 1 

No . 2 

Please  describe  the  programs  or  resources  you  used? 


5.  Thinking  about  the  information  you  received  at  the  Breast  Care  Center  how  would  you  rate 


the  following: 

(circle  one  number  on  each  line) 

Excellent 

Very 

Good 

Fair 

Poor 

N/A 

a.  The  clarity  and  helpfulness  of  the  information 
provided  in  the  materials  describing 
your  diagnosis  and  treatment? . 

.  1 

Good 

2 

3 

4 

5 

6 

b.  The  clarity  and  helpfulness  of  the 
information  provided  in  the  presurgeiy 
printed  instruction  sheets? . 

1 

2 

3 

4 

5 

6 

c.  The  clarity  and  helpfulness  of  the 
information  describing  what  you 
needed  to  do  after  your  surgery? . 

1 

2 

3 

4 

5 

6 

d.  The  clarity  and  helpfulness  of  the 
information  describing  post-surgery 
exercises? . . 

1 

2 

3 

4 

5 

6 

e.  Overall,  rate  the  educational 
materials  you  received . 

1 

2 

3 

4 

5 

6 

D.  Lubeck 
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Education/Psycological  Consultation  Evaluation  Questions 
2,  08/28/01 


Education  Evaluation  (continued) 

6.  Overall,  how  would  you  rate  the  level  of  information  contained  in  the  materials  you 

received:  Was  the  level. . . 

Too  basic . 1 

Appropriate . 2 

Too  complex... 3 

7.  Overall,  how  much  did  you  benefit  from  the  pre-surgery  meeting  with  the  nurse? 

Extremely  1 
Quite  a  bit  2 

Somewhat  3  (Circle  one  number) 

A  little  bit  4 
Not  at  all  5 

8.  Which  of  the  following  sources  of  information: 


Did  you  use?  Would  you 

recommend  to  others? 

(please  circle  all  answers  that  apply) 

From  a  doctor?  la  lb 

From  a  nurse?  2a  2b 

From  friends  or  family  members?  3  a  3b 

From  breast  cancer  survivors  4a  4b 

From  hospital  or  community  based  resource  centers?  5a  5b 

From  hospital  or  community  based  support  groups?  6a  6b 

From  magazines  or  journals?  7a  7b 

From  a  website/intemet?  8a  8b 

Other,  please  describe _  9a  9b 


9.  Any  other  comments  or  suggestions? 


D.  Lubeck 
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University  of  California 
San  Francisco 

uc|f 

UCSF  Medical  Center 


UNIT  NUMBER 


PT  NAME 


Orders  must  be  written  in  black  or  blue  ink.  Individual  transcribing  off 
these  orders  must  sign  his/her  name  and  classification,  and  the  date/time 
transcription  is  completed. 


DATE 


TIME 


DATE 


MASTECTOMY/RECONSTRUCTION  POST-OPERATIVE  BREAST  SURGERY  ORDERS 

CHECK  ORDERS  TO  BE  IMPLEMENTED 

1 .  Admit  to:  Attendings:  Resident  Pager: 

2.  Diagnosis:  □  Breast  Cancer  □  Prophylaxis,  +  famiiy  history  □  Other 

3.  Operation:  □  Mastectomy  and  TRAM  □  Mastectomy  and  Latissimus  Dorsi  flap  □  Other 

4.  Condition:  □  Stable  □  Other 

5.  Vital  Signs:  q2°x2,  q  4°x4,  then  q  8° 

no  blood  pressure  on  arm  of  surgery,  if  bilateral  axillary  dissection,  blood  pressure  from  leg 

6.  Drug  Allergy: 

7.  □  Left  Arm  □  Right  Arm  Lymphedema  prevention:  No  IV,  blood  pressure,  injection  or  blood  drawn 

□  Bilateral:  Blood  pressure  on  leg,  IV  site  blood  draw  site 

8.  Notify  M.D.  if  Temperature  >  101.5T  (38°C),  HR  <  50  or  >  100,  BP  <  90  systolic  or  >  100  diastolic, 

JP  drain  output  >  100  cc/2hr 

9.  Diet:  □POD#1:NPO  □  Other 

□  POD  #2:  Clear  diet  as  tolerated  □  Other 

□  POD  #3:  Regular  diet  as  tolerated 

10.  Activity:  Bed  position:  Head  of  bed  at  30°-45',  Hips  flexed  at  30° 

□  POD  #1 :  Up  in  chair  BID.  Patient  to  walk  bent  over  at  waist  for  5  days 

□  POD  #2:  Ambulate  to  door  x  2 

□  POD  #3:  Ambulate  down  hallway  x2 

□  POD  #4:  Ambulate  around  floor  x  3 

□  Patient  to  use  walker  as  needed 

n  other 

11.  Drain(s): 

□  Strip  &  empty  JP  q4°  x  2  then  q8°  and  record  volume. 

□  Patient  and  family  education  regarding  drain  care,  emptying,  and  recording  before  discharge 

□  No  JP  drain 

□  Foley  catheter  to  gravity 

□  D/C  Foley 

Signature  M.D.  #  Time  Date  Paaer  # 

FLAG  CHART  TO 

iNniCATF  NFW  ORDFR  Checked  by  R.N.  Time  Date 
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University  of  California 
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UCSF  Medical  Center 


Orders  must  be  written  in  black  or  blue  ink.  Individual  transcribing  off 
these  orders  must  sign  his/her  name  and  ciassification,  and  the  date/time 
transcription  is  completed. 


DATE 


TIME 


UNIT  NUMBER 


MASTECTOMY/RECONSTRUCTION  POST-OPERATIVE  BREAST  SURGERY  ORDERS 

■ 

fc: 

■ 

Al¬ 

t' 

1 

CHECK  ORDERS  TO  BE  IMPLEMENTED 

12.  □  Ice  pack  to  axilla  prn 

13.  Intravenous  Fluids: 

□  D51/2NS  +  20  mEq/L  KCI  @,100  cc/hr  until  tolerating  po  □  Other 

□  Heparin  lock  IV  when  tolerating  po 

13.  Pain  Control: 

□  Epidural  (see  Epidural  orders)  written  by  Anesthesiology  team 

□  If  pain  >  3/10  call  Anesthesiology  team  to  adjust  Epidural 

□  If  pain  >  5/1 0  for  over  6  hours,  add  PCA  (see  PCA  orders)  &  notify  Anesthesiology  team 

□  PCA  (see  PCA  orders) 

14.  Medications: 

ANTIBIOTICS  □  Cefaxolin  (Ancef)  1  gram  IV  q  6° 

□  Cephalexin  (Keflex)  500  mg  PO  qid  when  IV  is  D/Ced 

PAIN  □  Rofecoxib  (Vioxx)  50  mg  po  q  24°  when  tolerating  po 

■ 

□  Oxycodone  Hydrochloride  (OxyContin)  10  mg  po  Q  8°  prn  pain,  when  tolerating  po 

□  Ibuprofen  (Motrin)  600  mg  po  q4°  prn  pain  when  tolerating  po 

□  Hydrocodone  bi  tartrate  5  mg  and  500  mg  acetominophen  (Vicodin)  1-2  tablets  po  q4°  prn 

• 

M 

moderate  pain  when  tolerating  po 

□  D/C  Hydrocodone  bi  tartrate  5  mg  and  500  mg  acetominophen  (Vicodin)  if  ineffective  and 

start  Oxycodone  hydrochloride  5  mg  and  acetominophen  325  mg  (Percocet) 

□  Oxycodone  hydrochloride  5  mg  and  acetominophen  325  mg  (Percocet)  1-2  tablets  po  q 

4°  prn  pain,  when  tolerating  po 

□  ‘Acetaminophen  650  mg  po  q4°  prn  headache  or  T  >  101  °F  (38°C) 

‘NOTE:  Total  Acetaminophen  (present  in  Vicodin  &  Percocet)  dose  not  to  exceed 

>  4  grams/day 

□  Ketorlac  (Toradol)  15  mg  IV  q6°  prn  pain  x  72  hours  starting  post  op  day  #1 

□  Morphine  2-4  mg  IV  q3-4°  prn  severe  pain  and  if  Vicodin/Percocet  insufficient 

NAUSEA  □  Lorazepam  (Ativan)  0.5  mg  IV,  q6°  prn;  Ativan  1  mg  po  q  6°  po  or  si  prn  nausea/muscle 

spasm  when  tolerating  po 

Sianature  M.D.  #  Time  Date  Paaer  # 

FLAG  CHART  TO 

INDICATE  NEW  ORDER  Checked  by  R.N.  Time  Date 
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Orders  must  be  written  in  black  or  blue  Ink.  Individual  transcribing  off 
these  orders  must  sign  his/her  name  and  classification,  and  the  date/time 
transcription  is  completed. 


MASTECTOMY/RECONSTRUCTION  POST-OPERATIVE  BREAST  SURGERY  ORDERS 

CHECK  ORDERS  TO  BE  IMPLEMENTED _ 

Medications  Continued: _ 

NAUSEA  (cent.)  □  Lorazepam  (Ativan)  1  mg  IV,  q  6°  prn;  Ativan  1  mg  po  q  6°  po  or  si  prn 

_ nausea/muscle  spasm  when  tolerating  po _ 

_ □  Droperidol  (Inapsine)  0.625  mg  Q  4°  prn  nausea  if  Lorazepam  (Ativan) 

_ ineffective _ _ 

_ INSOMNIA _ □  Zolpidem  tartrate  (Ambien)  5-1 0  mg  po  qhs  prn  insomnia _ 

_ □  Temazepam  (Restoril)  15-30  mg  po  qhs  prn  insomnia _ 

CONSTIPATION  □  Docusate  sodium  (Colace)  100  mg  po  qhs  when  taking  po _ 

□  Magnesium  hydoxide  (Milk  of  Magnesia)  30  cc  po  q4h  prn  constipation 

□  Bisacodyl  (Dulcolax)  1  tablet  po  q  1 2’  prn  constipation _ 

OTHER  □ 


‘ 


15  .  DISCHARGE  PLANNING _ _ 

□  Discharge  to  Home  Care _ 

_ □  RN  to  assess  for  signs  /  symptoms  of  infection _ 

_ □  RN  to  assess  pain  control,  use  of  pain  medications _ 

_ □  RN  to  instruct  patient  /caregiver  regarding  care  of  Jackson  Pratt  drains _ 

_ □  RN  to  assess  for  constipation _ 

_ □  RN  to  assess  need  for  homehealth  aide  for  help  with  bathing _ 

_ □  RN  to  assess  patient/  family  coping  and  need  for  community  resource  referrals 

□  Other 


um 


Signature _ 

FLAG  CHART  TO 

INDICATE  NEW  ORDER  Checked  by 


M.D.  # 


.  Time _ Date 

_ R.N.  Time _ 


Pager  #_ 
Date 
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Abstract 


Anxiety  following  an  abnormal  mammogram  result  can  be  substantial.  We  examined 
whether  the  time  to  the  first  diagnostic  test  was  associated  with  anxiety.  We  surveyed  449 
women  at  two  and  eight  months  following  an  abnormal  mammogram  result,  and  we  reviewed 
their  medical  records.  Twenty-six  percent  of  women  reported  being  very  anxious  about  their 
abnormal  mammogram  result  at  the  time  of  the  time  of  the  two-month  interview,  and  22% 
reported  persistent  anxiety  after  eight  months.  After  adjustment,  the  number  of  days  until  the 
first  diagnostic  test  was  not  associated  with  anxiety  at  the  two-month  interview.  By  the  second 
interview,  women  who  received  their  first  diagnostic  test  within  the  first  week  were  significantly 
more  anxious,  as  were  women  who  did  not  receive  their  first  test  for  at  least  60  days  following 
their  results.  Further  work  is  needed  to  ascertain  how  to  minimize  the  anxiety  associated  with 
the  evaluation  of  an  abnormal  mammogram. 


Keywords:  quality  of  care,  mammography 


Background 

While  the  effectiveness  of  mammography  for  the  early  detection  of  breast  cancer  has 
been  well  documented,  [1-4]  mammography  is  associated  with  a  substantial  risk  of  an  abnormal 
result. [5,  6]  Most  women  who  receive  an  abnormal  result  do  not  have  breast  cancer. [6] 
Receiving  an  abnormal  mammogram  result  can  cause  considerable  anxiety,  decline  in  mood,  and 
decreased  daily  function.  [7- 13]  The  effects  of  anxiety  related  to  an  abnormal  result  on 
subsequent  adherence  with  mammography  is  uncertain. [14- 16] 

Our  goal  was  to  examine  what  factors  are  associated  with  significant  anxiety  among 
women  who  receive  an  abnormal  mammogram  result.  In  particular,  we  were  interested  in 
examining  whether  the  time  until  the  first  diagnostic  test  is  associated  with  level  of  anxiety 
following  an  abnormal  result. 
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Methods 


Setting 

Women  were  recruited  from  two  participating  mammography  facilities  in  San  Francisco. 
The  Institutional  Review  Board  of  each  institution  approved  the  study.  Both  of  these  facilities 
perform  over  19,000  mammograms  each  year. 

Patients 

Since  the  goal  of  the  study  was  to  examine  factors  associated  with  anxiety  among  women 
who  had  received  an  abnormal  mammogram  result,  we  included  women  who  had  recently 
received  a  mammogram  result  that  required  further  evaluation  (i.e.,  the  results  were 
indeterminate,  aroused  a  suspicion  of  cancer,  or  if  there  was  a  recommendation  for  non-routine 
follow-up  including  additional  or  magnification  views,  mammography  within  the  following 
twelve  months,  ultrasound  examination,  fine  needle  aspiration,  or  biopsy). [6]  This  mammogram 
was  considered  the  “index”  mammogram.  Women  were  initially  identified  by  reviewing  the 
mammogram  reports  from  the  participating  sites.  Women  were  eligible  for  the  study  if  they:  (1) 
were  English-  or  Spanish-speaking,  (2)  had  a  functioning  telephone,  and  (3)  could  hear  well 
enough  to  participate  in  a  telephone  survey. 

Data  collection 

Eligible  women  were  sent  an  informational  letter  about  the  study,  and  were  asked  to 
return  an  “opt-out”  postcard  if  they  did  not  wish  to  participate.  Attempts  were  made  to  contact 
women  who  did  not  return  a  post-card  by  telephone  to  complete  a  “baseline”  telephone  survey 
within  six  -  eight  weeks  of  their  index  mammogram.  Women  who  agreed  to  participate  in  the 
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baseline  survey  were  also  contacted  for  a  “follow-up”  telephone  survey  seven  -  eight  months 
after  their  index  mammogram.  Medical  records  were  abstracted  using  a  standard  form  that 
collected  information  about  the  t3^e  of  subsequent  evaluation,  the  date  of  subsequent  tests  and 
the  results. 

Analytic  variables 

The  dependent  variables  for  this  analysis  were  a  woman’s  self-reported  anxiety  about  her 
breast  problem.  At  the  time  of  each  survey,  women  were  asked  to  rate  their  anxiety  on  a  three- 
point  scale  (very  anxious,  somewhat  anxious,  not  at  all  anxious). [10]  Because  we  were 
interested  in  looking  at  factors  associated  with  significant  anxiety,  this  information  as 
dichotomized  as  very  anxious  versus  less  anxious. 

The  principal  independent  variable  of  interest  was  the  time  to  the  first  reported  diagnostic 
test  resulting  from  the  abnormal  mammogram.  This  time  interval  was  calculated  as  the  number 
of  days  between  the  index  mammogram  and  the  first  relevant  procedure  reported  by  the  woman 
in  either  survey  or  noted  in  the  medical  record.  Women  who  had  not  yet  received  any  further 
diagnostic  evaluation  by  the  time  of  the  follow-up  survey  were  assumed  to  have  a  time  to  the 
first  diagnostic  test  of  greater  than  60  days.  Diagnostic  tests  included  in  this  measure  were: 
additional  mammography,  ultrasound,  cyst  aspiration,  fine  needle  aspiration,  core  hiopsy  or 
surgical  biopsy. 

Other  patient-reported  independent  variables  examined  included:  age,  race,  history  of  a 
prior  abnormal  mammogram,  history  of  a  prior  breast  biopsy,  family  history  of  a  first  degree 
relative  with  breast  cancer,  current  breast  lump,  a  prior  diagnosis  of  cancer,  and  a  new  diagnosis 
of  breast  cancer  following  the  index  mammogram  result.  Mammogram  results  were  classified 
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according  to  the  classification  scheme  developed  by  the  American  College  of  Radiology.  [17] 
This  information  was  obtained  from  the  medical  record  review  was  also  examined  as  an 
independent  variable. 

Statistical  analysis 

The  analysis  was  based  on  women  who  responded  to  the  baseline  survey.  Descriptive 
statistics  were  used  to  examine  the  association  between  potential  independent  variables  and  the 
outcomes  of  interest.  Generalized  estimating  equations  were  used  to  control  for  the  effect  of 
intra-site  clustering  in  the  multivariate  models.[18]  Since  the  multivariate  models  were 
descriptive,  independent  variables  were  selected  based  on  a  priori  decisions  or  significant 
univariate  associations.  Women  with  an  initial  test  between  15-60  days  were  chosen  as  the 
reference  group  for  this  comparison  in  the  multivariate  models. 

Results 

Response  Rates 

Of  the  797  women  who  were  eligible  to  participate,  488  (61.2%)  completed  the  baseline 
telephone  survey,  171  (21.5%)  refused  to  participate  and  138  (17.3%)  could  not  be  reaehed  by 
phone  after  at  least  ten  attempts.  Of  the  488  women  who  completed  the  baseline  survey,  414 
women  (85%  of  eligible  women  who  completed  the  first  survey)  completed  the  follow-up 
survey.  39  women  were  deleted  after  data  collection  because  they  did  not  fit  the  initial  eligibility 
criteria  (i.e.,  they  had  a  normal  index  mammogram  result).  The  final  sample  was  therefore  449 
women. 
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Description  of  the  Study  Sample 

Table  1  displays  the  characteristics  of  the  study  sample.  63.3%  of  participants  were  post¬ 
menopausal.  Many  of  these  women  had  a  prior  evaluation  for  an  abnormal  mammogram,  and 
more  than  a  third  had  received  a  breast  biopsy.  Almost  30%  had  received  a  previous  cancer 
diagnosis. 

Anxiety  about  Abnormal  Mammogram  Result 

Women  expressed  a  high  level  of  anxiety  following  the  result  of  an  abnormal 
mammogram:  26.2%  reported  being  very  anxious  at  the  time  of  the  baseline  survey  and  22.4% 
reported  being  very  anxious  at  the  time  of  the  follow-up  survey.  Forty-two  women  (9.4%  of  the 
overall  sample)  reported  persistently  high  anxiety  at  both  interviews. 

Type  of  Subsequent  Evaluation  and  Outcome 

Of  the  449  women  in  the  sample,  175  (39.0%)  received  an  evaluation  that  included  a 
follow-up  mammogram,  209  (46.6%)  received  an  ultrasound,  151  (33.6%)  received  a  fine  needle 
aspiration,  126  (28.1%)  underwent  a  core  or  surgical  biopsy.  Women  received  a  median  of  2 
additional  diagnostic  tests  (Table  1).  Breast  cancer  was  diagnosed  in  53  (1 1.8%)  of  women 
within  two  months,  and  in  64  (14.3%)  women  within  eight  months.  Half  of  the  women  received 
follow-up  evaluation  within  a  week  of  their  index  mammogram.  In  contrast,  over  a  quarter  of 
the  women  (26.5%)  did  not  receive  follow-up  within  60  days. 
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Factors  Associated  with  Significant  Anxiety 

As  shown  in  Table  2,  older  women  were  less  anxious  at  the  time  of  the  baseline  survey, 
but  there  was  no  difference  in  anxiety  by  age  at  the  time  of  the  follow-up  survey.  Women  who 
had  already  experienced  an  evaluation  for  an  abnormal  mammogram  were  initially  more 
anxious,  but  this  anxiety  was  diminished  by  eight  months.  Women  who  had  a  prior  breast  biopsy 
were  significantly  more  anxious  at  both  times.  Women  with  greater  anxiety  at  the  time  of  the 
initial  survey  were  more  anxious  at  the  time  of  the  follow-up  survey.  Women  who  received  a 
diagnosis  of  cancer  as  a  result  of  their  evaluation  were  more  anxious  at  the  time  of  the  follow-up 
survey.  Time  to  the  first  diagnostic  test  was  not  associated  with  a  woman’s  level  of  anxiety  at 
the  time  of  the  initial  survey.  Both  women  with  an  initial  test  within  the  first  week  of  the  index 
mammogram  and  those  with  an  initial  test  more  than  60  days  after  the  index  mammogram  were 
significantly  more  anxious  after  eight  months. 


Discussion 

Our  work  suggests  that  the  timing  of  the  evaluation  for  women  with  an  abnormal 
mammogram  result  may  affect  the  anxiety  that  these  women  experience.  Ameliorating  anxiety 
following  an  abnormal  mammogram  is  important,  since  high  levels  of  anxiety  may  affect  role 
function  and  perhaps  affect  subsequent  adherence. [10,  14-16]  Given  the  substantial  number  of 
women  who  receive  an  abnormal  mammogram  result,  further  study  is  needed  to  determine  how 
to  best  alleviate  the  anxiety  associated  with  this  common  clinical  scenario. 

Our  sequential  surveys  suggest  that  substantial  anxiety  remains  over  an  eight-month 
period  for  many  women  who  receive  an  abnormal  mammogram  result.  These  results  are 
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consistent  with  what  has  been  reported  by  others.  Lerman  et  al.  reported  that  47%  of  women 
without  breast  cancer  reported  substantial  mammography-related  anxiety  three  months  following 
an  abnormal  mammogram  result. [10]  Eighteen  months  after  a  screening  mammogram,  29%  of 
women  with  a  false  positive  mammogram  report  anxiety  about  breast  cancer  compared  with  13% 
of  women  with  a  normal  result.  [9]  In  a  prospective  study  that  adjusted  for  level  of  anxiety 
before  the  mammogram,  women  with  an  abnormal  result  had  significantly  higher  levels  of 
anxiety  than  women  with  a  normal  mammogram  at  one  month. [13] 

Our  findings  about  the  effect  of  the  timing  of  further  diagnostic  evaluation  are 
preliminary.  Women  who  received  an  initial  test  within  the  first  week  of  an  abnormal 
mammogram  result  were  significantly  more  anxious  eight  months  after  their  index  mammogram, 
although  their  anxiety  was  not  elevated  two  months  after  their  index  mammogram.  Conversely, 
women  who  received  an  initial  evaluation  more  than  60  days  after  their  index  mammogram  were 
also  more  anxious.  These  results  suggest  that  some  women  may  need  some  time  to  make 
informed  decisions  about  the  best  course  of  action,  but  that  prolonged  uncertainty  without  further 
testing  is  also  associated  with  persistent  anxiety. 

The  appropriate  time  for  follow-up  of  an  abnormal  mammogram  result  has  not  been 
determined.  Prior  studies  have  used  definitions  of  “timely”  follow-up  of  an  abnormal 
mammogram  result  of  8  -  12  weeks. [19-22]  This  definition  is  based  on  the  assumption  that  a 
12-week  delay  in  the  diagnosis  of  breast  cancer  is  unlikely  to  affect  survival.  [23-25]  While  a 
12-week  delay  may  not  affect  survival  for  many  women,  this  delay  may  be  associated  with 
persistent,  and  perhaps  unnecessary,  anxiety. 

Our  findings  suggest  that  women  who  have  had  a  prior  breast  biopsy  generally  have 
greater  anxiety  following  an  abnormal  mammogram  result.  This  is  not  surprising  since  women 
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who  have  had  a  prior  breast  biopsy  are  at  an  increased  risk  for  breast  cancer. [26]  A  prior 
abnormal  mammogram  result  increased  anxiety  at  baseline,  but  was  negatively  associated  with 
anxiety  at  follow-up.  It  is  possible  that  these  women  respond  to  their  initial  anxiety  by  getting 
information  and  support,  and  therefore  become  less  anxious  with  time.  Women  with  a  family 
history  of  breast  cancer  were  less  anxious  at  the  time  of  the  eight-month  follow-up  than  women 
without  a  family  history.  This  finding  suggests  that  a  woman’s  perception  of  her  risk  of  cancer 
may  differ  from  her  actual  risk.  Not  surprisingly,  a  new  diagnosis  of  breast  cancer  was  associated 
with  anxiety  following  an  abnormal  mammogram.  Prior  research  suggests  that  minority  women 
may  have  significantly  longer  time  to  resolution  of  an  abnormal  mammogram  result.  [21]  Our 
results  did  not  demonstrate  ethnic  differences  in  anxiety. 

The  affect  of  anxiety  on  subsequent  adherence  to  cancer  screening  is  unclear.  Anxiety 
about  breast  cancer  has  been  associated  with  reduced  participation  in  subsequent  mammography 
screening.  [27]  Yet,  other  work  has  suggested  that  worry  about  breast  cancer  does  not  affect 
either  the  intention  to  obtain  recommended  screening  or  subsequent  adherence. [10,  11,  14]  The 
differences  in  these  findings  may  be  related  to  differences  in  the  level  of  anxiety.  One  study 
suggests  a  curvilinear  relationship  between  anxiety  and  the  performance  of  breast  self- 
examination  (BSE)  -  women  with  high  and  low  levels  of  worry  about  breast  cancer  were  less 
likely  to  perform  BSE  compared  with  women  with  moderate  levels  of  worry.[14] 

Our  study  has  several  limitations.  We  focused  on  the  time  to  the  first  documented 
breast-related  test  or  procedure.  We  cannot  judge  whether  the  evaluation  performed  was 
appropriate  for  a  woman’s  clinical  circumstance.  Since  our  data  is  observational,  we  cannot 
conclude  a  causal  relationship  between  the  timeliness  of  evaluation  and  the  level  of  anxiety.  We 
examined  women  with  any  abnormality  requiring  further  evaluation.  This  definition  has  been 
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used  by  others. [5,  6,  28,  29]  Finally,  we  recruited  women  from  two  sites  in  San  Francisco.  Our 
findings  may  not  be  generalizable  to  other  settings. 

Abnormal  mammogram  results  are  more  common  in  the  United  States  than  in  many  other 
countries.[l]  Since  the  acceptance  and  utilization  of  mammography  in  the  United  States  is 
increasing, [30]  it  is  particularly  important  to  understand  anxiety  following  an  abnormal  result  so 
that  interventions  can  be  devised,  and  systems  of  care  improved,  to  minimize  anxiety. 
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Table  1:  Description  of  the  Sample 


N  =  449 

Age: 

Less  than  50  years 

159  (35.5%) 

50  -  65  years 

209  (46.7%) 

More  than  65  years 

80  (17.9%) 

Race: 

White 

328  (74.0%) 

Non-white 

115  (26.0%) 

Education: 

High  school  graduate  or  less 

68  (15.2%) 

Some  college  or  college  graduate 

221  (49.3%) 

Some  post-graduate  education 

159  (35.5%) 

Breast  cancer  risk  factors: 

First  degree  family  history 

94(21.2%) 

Prior  abnormal  mammogram 

209  (47.1%) 

Prior  history  of  breast  biopsy 

152  (33.9%) 

Current  breast  lump 

109  (24.4%) 

Index  BIRAD  score 

Probably  benign  abnormality 

347  (77.3%) 

Suspicious  abnormality 

76  (16.9%) 

Highly  suggestive  of  malignancy 

26  (5.8%) 

Prior  diagnosis  of  cancer 

132  (29.6%) 

Number  of  days  until  the  first  diagnostic  test: 

0-7  days 

226  (50.3%) 

8-14  days 

54  (12.0%) 

15-60  days 

50(11.1%) 

Over  60  days 

119(26.5%) 

Median  number  of  additional  tests  (range); 

2.0(0-12) 
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Site: 

A 

209  (46.5%) 

B 

240  (53.5%) 

The  following  variables  had  missing  data: 

Age  (n  =  1):  Race  (n  =  6);  Education  (n  =  1);  Family  history  of  breast  cancer  (n  =  5); 
Prior  abnormal  mammogram  result  (n  =  5);  Current  breast  lump  (n  =  3); 

Prior  diagnosis  of  cancer  (n  =  3). 
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Table  2:  Factors  Associated  with  being  Very  Anxious  about  their  Breast  Problem 


Baseline  Survey  § 

Follow-up  Survey  § 

Unadjusted 

Rate 

Adjusted  Odds 
Ratio  * 

(95%  Cl**) 

Unadjusted 

Rate 

Adjusted  Odds 
Ratio 

(95%  Cl  **) 

Age; 

<50  years 

50  -  60  years 

>  60  years 

51  (32.3%)t 

40  (26.5%) 

24(18.5%) 

0.85  (0.64-  1.12) 

0.48  (0.37  -  0.62) 

36  (27.5%) 

28  (21.2%) 

19(17.8%) 

0.68  (0.34-  1.35) 

0.69  (0.32-  1.50) 

Race: 

White 

Non- white 

81  (25.2%) 

31  (27.7%) 

0.91  (0.72-1.15) 

58  (21.5%) 

23  (24.2%) 

0.73  (0.72  -  0.74) 

Prior  Abnormal  Mammogram: 

Yes 

No 

54  (26.1%) 

60  (26.4%) 

1.27  (1.14-1.43) 

31  (17.6%)  t 

51  (26.7%) 

0.52  (0.40  -  0.68) 

Family  History; 

Yes 

No 

22  (23.9%) 

93  (27.2%) 

0.88  (0.77-1.01) 

13  (16.9%) 

70  (24.3%) 

0.79  (0.65  -  0.95) 

Prior  breast  biopsy: 

Yes 

No 

59  (39.9%)  t 

56  (19.2%) 

2.36  (1.55  -  3.58) 

44  (33.3%)  t 

39  (16.4%) 

1.38  (1.02  - 1.76) 

Current  breast  lump: 

Yes 

No 

26  (24.5%) 

88  (26.6%) 

0.66  (0.47  -  0.95) 

25  (27.2%) 

57  (20.7%) 

1.04  (0.63-  1.71) 

Index  BIRAD  score: 

Probably  benign  abnormality 

Suspicious  abnormality  or 

highly  suggestive  of 

malignancy 

87  (25.7%) 

28  (28.0%) 

0.68  (0.41-1.12) 

64  (22.3%) 

19(22.9%) 

0.67  (0.45  -  0.99) 
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Prior  diagnosis  of  cancer 

Yes 

No 

39  (30.5%) 

76  (24.6%) 

1.23  (0.89-1.72) 

33  (30.0%) 

50  (19.4%) 

1.49  (0.77-2.87) 

Anxiety  at  the  time  of  the 

baseline  survey: 

Very 

42  (43.8%)  ^ 

3.68  (3.51  -  3.86) 

None  -  somewhat 

- 

- 

40  (15.0%) 

- 

Breast  cancer  diagnosed  by  time 

of  baseline  survey: 

Yes 

27  (52.9%)  * 

2.37  (0.84-6.72) 

No 

88  (22.7%) 

- 

- 

- 

Breast  cancer  diagnosed  by  time 

of  follow-up  survey: 

Yes 

27  (46.6%)  ^ 

1.99  (1.31-3.02) 

No 

- 

- 

- 

Number  of  days  until  first 

diagnostic  test: 

0-7  days 

66  (29.9%)  t 

0.99  (0.94-1.04) 

57  (29.1%)  t 

2.40  (1.55-3.70) 

8-14  days 

17(31.5%) 

1.11  (0.98-  1.25) 

9  (20.9%) 

1.35  (0.71  -2.56) 

15 -60  days 

14  (29.3%) 

- 

6  (14.3%) 

- 

>  60  days 

18(15.5%) 

0.54  (0.29-  1.01) 

11  (12.4%) 

1.19(1.06-1.34) 

§  Analysis  of  baseline  survey  based  on  439  women  who  answered  the  question  about  level  of  anxiety. 

Analysis  of  follow-up  survey  based  on  370  women  who  answered  the  question  on  level  of  anxiety. 

*  Adjusted  for  Age,  Race,  Prior  abnormal  mammogram.  Prior  breast  biopsy.  Prior  cancer  diagnosis. 
Current  breast  lump.  Index  BIRAD  score.  Number  of  days  until  first  diagnostic  test  and  site  of  care. 
Analysis  of  follow-up  survey  data  also  adjusted  for  baseline  level  of  anxiety. 

**  95%  Confidence  Intervals. 

tp<0.05 

*p  <  0.005 


153 


Appendix  H 


CANCER 


Cytopathology 


Diagnostic  Accuracy  of  Fine-Needie  Aspiration  Biopsy 
is  Determined  by  Physician  Training  in  Sampiing 
Technique 


Britt-Marie  Ljung,  m.d.^ 

Anne  Drejet,  m.d.^ 

Nona  Chiampi,  m.d. 

Juli  Jeffrey,  m.d.^ 

William  H.  Goodson  III,  m.d.^ 

Karen  Chew,  b.a., 

Dan  H.  Moore  II,  Ph.o.^ 

Theodore  R.  Miller,  m.d.^ 

'  Department  of  Pathology,  University  of  California, 
San  Francisco,  California. 

^  Department  of  Pathology,  University  of  Vermont, 
and  Fletcher  Allen  Healthcare,  Burlington,  Vermont. 

®  Department  of  Pathology,  California  Pacific  Med¬ 
ical  Center,  6th  Medical  Group,  San  Francisco, 
California,  and  MacDIII  Air  Force  Base,  Florida. 

“  Department  of  Surgery,  California  Pacific  Medical 
Center,  San  Francisco,  California. 

®  The  Cancer  Genetics  Program,  University  of  Cal¬ 
ifornia,  San  Francisco,  California. 

®  Departments  of  Epidemiology  and  Biostatistics, 
University  of  California  at  San  Francisco  and  the 
California  Pacific  Medical  Center  Research  Insti¬ 
tute,  San  Francisco,  California. 

This  work  was  supported  by  National  Cancer  Institute 
grant  P50  CA58207  and  Department  of  Defense 
grant  DAMD  17-96-1-6260.  Cancer  incidence  data 
used  in  this  article  were  collected  by  the  Northern 
California  Cancer  Center  under  contract  N01-CN- 
65107  with  the  Division  of  Cancer  Prevention  and 
Control,  National  Cancer  Institute,  National  Institutes 
of  Health,  Department  of  Health  and  Human  Services, 
and  under  subcontract  0501 -8701 -S1 132  by  the 
California  Public  Health  Foundation. 

The  authors  thank  Elizabeth  Tioupine  for  manu¬ 
script  preparation  and  Stephen  Ordway  and  Brian 
Mayall  for  editorial  assistance. 

Address  for  reprints:  Britt-Marie  Ljung,  M.D.,  Uni¬ 
versity  of  California  at  San  Francisco,  Box  1705, 
San  Francisco,  CA  94143-1656;  Fax:  (415)  673- 
9726;  E-mail:  bml@itsa.ucsf.edu 

Received  December  22,  2000;  revision  received 
January  23,  2001 ;  accepted  January  30,  2001 . 

©  2001  American  Cancer  Society 


BACKGROUND.  Fine-needle  aspiration  biopsy  (FNAB)  has  been  used  with  variable 
success  as  a  diagnostic  test  for  benign  and  malignant  breast  lesions.  The  goal  of 
this  study  was  to  examine  the  effects  of  training  physicians  in  the  fine-needle 
aspiration  sampling-technique  on  the  diagnostic  accuracy  of  FNAB  of  palpable 
breast  masses.  The  settings  for  this  study  were  private  physicians’  offices  and 
university  clinics  of  primary  care  physicians,  surgeons,  and  cytopathologists. 
METHODS.  We  reviewed  1043  consecutive  FNAB  specimens  of  the  breast  obtained 
during  1  year  (1992):  729  FNABs  were  performed  by  formally  trained  physicians  (at 
least  150  FNABs  performed  previously  under  supervision  during  fellowship  train¬ 
ing  or  the  equivalent)  who  had  done  at  least  100  FNABs  during  the  year;  314  FNABs 
were  performed  by  physicians  without  formal  training  who  had  done  a  median  of 
only  2  FNABs  during  the  year  (range,  1-43  FNABs).  All  FNAB  specimens  were 
reviewed  microscopically  and  evaluated  for  cellularity  and  type  of  material  present, 
for  diagnostic  accuracy,  and  for  the  rate  of  surgical  intervention.  A  minimum  of  2 
years  of  follow-up  was  obtained  by  matching  all  cases  to  the  population-based 
Northern  California  Cancer  Registry.  FNAB  specimens  were  correlated  with  histo¬ 
logic  specimens  when  they  were  available. 

RESULTS.  Using  FNAB,  the  formally  trained  physicians  missed  2%  of  cancers, 
whereas  the  physicians  without  formal  training  missed  25%.  Among  the  patients 
with  benign  lesions  seen  by  the  formally  trained  physicians,  8%  went  on  to  surgery, 
whereas  30%  of  those  seen  by  physicians  without  formal  training  did  so.  Specimens 
obtained  by  the  formally  trained  physicians  were  significantly  more  cellular  and 
were  significantly  less  likely  to  be  nondiagnostic. 

CONCLUSIONS.  FNAB,  when  performed  by  physicians  who  are  well  trained  in  the 
technique,  is  a  highly  accurate,  cost-effective  diagnostic  method  that  carries  min¬ 
imal  morbidity  and  could  replace  a  large  number  of  surgical  biopsies.  When 
performed  by  physicians  without  adequate  training,  FNAB  is  often  misleading  and 
potenticdly  harmful.  Cancer  (Cancer  Cytopathol)  2001;93:263-268. 

©  2001  American  Cancer  Society. 
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carcinoma. 

Fine-needle  aspiration  biopsy  (FNAB)  is  a  well-established,  appar¬ 
ently  simple,  and  rapid  technique  for  diagnosing  palpable  mass¬ 
es.*  The  breast  is  commonly  sampled  by  this  method  throughout 
Europe.  However,  in  the  United  States,  there  has  been  considerable 
skepticism  regarding  the  efficacy  of  FNAB  for  the  diagnosis  of  carci¬ 
noma  of  the  breast.  This  has  been  based  on  the  relatively  poor 
performance  of  FNAB  in  the  community  setting.  Giard  and  Herman^ 
reviewed  29  reports  on  FNAB  of  palpable  breast  lesions  and  found 
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wide  variability  in  the  diagnostic  sensitivity  and  spec¬ 
ificity  for  carcinoma  of  the  hreast.  They  concluded 
that  the  effectiveness  of  FNAB  depends  on  the  exper¬ 
tise  of  the  physicians  involved. 

To  determine  if  the  poor  performance  of  FNAB 
reflects  inadequate  physician  training  in  FNAB  sam¬ 
pling  techniques,  we  undertook  this  study  of  a  large 
series  of  consecutive  FNABS.  In  this  study,  we  exam¬ 
ined  the  effect  of  training  in  sample  procurement  on 
the  accuracy  of  FNAB  in  diagnosing  henign  and  ma¬ 
lignant  hreast  masses.  Physicians  who  had  received 
formal  training  in  FNAB  technique  were  compared 
with  those  who  had  no  formal  training,  using  the 
cytologic  cellularity  and  diagnostic  accuracy  of  FNAB 
samples  obtained  hy  the  two  groups. 

MATERIALS  AND  METHODS 

We  retrospectively  reviewed  1043  consecutive  FNAB 
specimens  of  palpable  breast  lesions  from  927  pa¬ 
tients.  All  specimens  were  collected  between  January  1 
and  December  31,  1992,  in  three  San  Francisco  hos¬ 
pitals:  University  of  California  at  San  Francisco  (UCSF) 
Moffitt-Long,  UCSF  Mount  Zion,  and  California  Pa¬ 
cific  Medical  Center.  Cases  were  identified  hy  search¬ 
ing  the  computerized  databases  of  the  respective  pa¬ 
thology  departments.  Charts  were  reviewed  only  when 
information  could  not  be  obtained  from  the  cytology 
requisition  forms,  from  the  pathology,  cytology,  and 
mammography  reports,  or  from  the  Northern  Califor¬ 
nia  Cancer  Registry  Surveillance,  Epidemiology,  and 
End  Results  (SEER)  database.  The  primary  informa¬ 
tion  obtained  from  the  charts  was  tumor  size  and 
location  (quadrant  of  the  breast).  Knowing  the  loca¬ 
tion  of  the  tumor  within  the  breast  allowed  us  to 
determine  if  a  lump  sampled  by  FNAB  was  in  the  same 
location  as  the  subsequently  removed  tumor  before 
we  concluded  that  FNAB  had  failed  to  detect  the  tu¬ 
mor. 

Information  on  the  training  status  of  all  the  phy¬ 
sicians  was  collected,  and  the  number  of  breast  FNABs 
performed  by  each  physician  during  1  year  was  tabu¬ 
lated.  The  results  obtained  by  physicians  who  had 
been  formally  trained  in  FNAB  technique  were  com¬ 
pared  with  the  results  obtained  by  physicians  who  had 
not  been  formally  trained  in  FNAB.  The  formally 
trained  physicians  had  completed  fellowship  training 
in  cytopathology  or  the  equivalent,  during  which  they 
had  performed  at  least  150  FNABs  under  the  supervi¬ 
sion  of  an  experienced  practitioner  of  the  technique. 
The  physicians  without  formal  training  had  read  a 
description  of  the  technique,  attended  a  lecture,  ob¬ 
served  another  physician  perform  the  procedure  a  few 
times,  or  had  performed  a  small  number  of  FNAB 


procedures  (<  10)  under  the  supervision  of  an  expe¬ 
rienced  practitioner. 

The  slides  of  all  1043  FNABs  were  reviewed  and 
reinterpreted  by  an  experienced  cytopathologist 
(B.M.L.)  who  was  aware  of  the  clinical  presentation 
but  had  no  knowledge  of  the  original  diagnosis  or  the 
identity  of  the  physician  who  had  performed  the  bi¬ 
opsy.  For  quality  control  purposes,  a  subset  of  104 
cases  was  reviewed  independently  by  two  observers 
(B.M.L.  and  T.R.M.).  The  degree  of  epithelial  cellular¬ 
ity  and  the  presence  of  nonepithelial  components 
were  recorded.  The  degree  of  cellularity  was  defined  as 
follows:  when  epithelial  cells  were  present  in  most 
microscopic  fields,  the  material  was  considered  to  be 
of  abundant  cellularity;  when  epithelial  cells  were  easy 
to  find  but  not  present  in  most  microscopic  fields,  the 
material  was  considered  to  be  of  moderate  cellularity; 
and  when  it  was  necessary  to  search  for  epithelial 
cells,  the  material  was  considered  to  be  of  scant  cel¬ 
lularity.  These  definitions  are  in  accordance  with  the 
recommendations  of  a  conference  sponsored  by  the 
National  Cancer  Institute  on  uniform  approaches  to 
FNAB  of  the  breast.^  The  nonepithelial  components 
present  were,  for  the  most  part,  fragments  of  adipose 
tissue  and  components  of  cyst  fluid;  a  few  cases  of 
hematoma  and  fat  necrosis  were  recorded.  Significant 
artifacts  affecting  the  evaluation  of  the  specimens 
were  noted. 

Based  on  the  material  present  on  the  slides  and  on 
the  clinical  information  available  in  the  original  cytol¬ 
ogy  request  form,  we  made  a  judgment  as  to  whether 
the  material  was  diagnostic  or  not.  For  example,  if  a 
firm,  or  moderately  firm,  defined  mass  was  described 
and  the  slide  contained  only  scant  epithelial  cells  and 
fragments  of  adipose  tissue,  then  the  specimen  was 
deemed  nondiagnostic  because  the  cytologic  findings 
were  inconsistent  with  the  clinical  finding.  However, 
similar  cytologic  material  obtained  from  a  soft,  ill-de¬ 
fined  thickening  of  the  breast  and  judged  to  have  a  low 
likelihood  of  being  malignant  was  considered  consistent 
with  the  clinical  finding  and  deemed  diagnostic. 

Complete  follow-up  was  available  in  all  cases.  To 
determine  how  many  malignant  tumors  were  missed 
by  FNAB,  we  submitted  all  877  cases  without  surgical 
follow-up  and  77  of  the  155  cases  with  surgical  fol¬ 
low-up  to  the  SEER  database  for  matching  with  re¬ 
ported  breast  cancers.  SEER  is  a  population-based 
cancer  registry  administered  by  the  Northern  Califor¬ 
nia  Cancer  Center,  which  is  designated  by  the  Califor¬ 
nia  Department  of  Health  Services  to  collect  cancer 
incidence  data.  SEER  covers  all  seven  counties  of  the 
greater  San  Francisco  Bay  Area  and  is  estimated  to 
include  98%  of  all  breast  carcinomas  that  have  been 
diagnosed  in  the  region.  A  minimum  of  2  years  of 
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follow-up  was  available  in  all  cases.  The  reason  for  not 
submitting  the  remaining  78  cases  with  known  surgi¬ 
cal  outcomes  to  the  SEER  registry  was  the  difficulty  in 
obtaining  all  information  required  hy  the  registry  from 
one  of  the  hospitals.  However,  the  surgical  outcome 
was  known  in  all  of  these  cases,  and  all  78  cases  were 
included  in  the  analysis. 

The  definition  of  cancer  missed  by  FNAB  in  this 
study  was  a  benign  or  nondiagnostic  FNAB  followed 
within  2  years  by  carcinoma  in  the  same  quadrant  of 
the  breast.  Medical  charts,  pathology  reports,  and  cy¬ 
tology  requests  and  reports  were  used  to  correlate  the 
sites  of  FNABs  and  subsequently  reported  cancers. 

Statistical  Analysis 

We  used  a  two-sided  test  to  compare  differences  in 
tumor  size  and  patient  age  for  patients  seen  by  for¬ 
mally  trained  physicians  versus  physicians  without 
formal  training.  A  2  X  2  table  was  used  to  compare 
diagnostic  sensitivity  and  frequency  of  cancer  in  FNAB 
categories.  We  used  contingency-table  analysis  to 
compare  the  cellularity  of  samples  obtained  (deter¬ 
mined  by  microscopic  reinterpretation)  and  the  accu¬ 
racy  of  diagnosis  (determined  by  case  review  and  fol¬ 
low-up).  Logistic  regression  was  used  to  compare  the 
rate  of  false-negative  findings  obtained  by  formally 
trained  physicians  with  the  rate  obtained  by  physi¬ 
cians  who  had  no  formal  training.  This  method  of 
analysis  allows  for  heterogeneity  in  Mse-negative 
rates  among  the  practitioners  within  the  two  groups, 
and  this  method  can  be  used  to  test  for  the  influence 
of  other  factors,  such  as  the  total  number  of  FNABs 
attempted  during  the  year  of  investigation  by  each 
practitioner.  Agreement  between  the  two  pathologists 
who  independently  reviewed  a  subset  of  104  cases  for 
diagnosis  and  cellularity  was  assessed  with  the  kappa 
statistic.'* 

RESULTS 

Formally  Trained  Physicians 

Seven  hundred  twenty-nine  of  the  FNAB  specimens 
were  collected  by  7  physicians  who  had  been  formally 
trained  in  FNAB  sampling  technique  and  who  had 
performed  at  least  100  FNABs  of  various  body  sites, 
including  the  breast,  during  the  1-year  study  period. 
Three  had  completed  a  fellowship  in  cytopathology 
lasting  at  least  1  year,  and  two  had  had  extensive 
one-to-one  training  under  the  supervision  of  a  physi¬ 
cian  who  was  experienced  and  proficient  in  the  pro¬ 
cedure.  The  cytopathology  fellowship  also  provided 
extensive  training  in  the  microscopic  interpretation  of 
FNAB  specimens.  Two  physicians  were  undergoing 
fellowship  training  and  were  supervised  closely  until 
they  were  judged  able  to  operate  independently.  All  7 


physicians  performed  at  least  150  FNABs  during  their 
training.  Each  biopsy  specimen  collected  by  the  two 
physicians  in  training  was  checked  microscopically  for 
adequacy  by  quick  stain  before  the  patient  was  re¬ 
leased.  As  they  showed  increased  proficiency,  trainees 
performed  FNABs  without  direct  supervision.  How¬ 
ever,  if  the  material  appeared  too  scant  by  quick  stain 
or  if  technical  difficulty  was  encountered,  a  senior 
colleague  was  immediately  called  in  for  consultation. 
Of  the  seven  formally  trained  physicians,  six  were 
cytopathologists,  and  one  was  a  surgeon.  The  cyto- 
pathogists,  but  not  the  surgeon,  applied  quick  stain 
(toluidine  blue)  to  at  least  some  of  their  samples.  No 
specific  data  on  use  of  this  staining  were  available. 
This  practice  might  have  affected  the  rate  of  diagnos¬ 
tic  samples. 

Physicians  without  Formal  Training 

Three  hundred  fourteen  of  the  specimens  were  col¬ 
lected  by  69  physicians  who  had  not  had  formal  train¬ 
ing  in  FNAB  sampling  technique.  These  physicians 
performed  a  median  of  2  FNABs  during  the  year  of 
investigation  (range,  1-43  FNABs).  The  3  busiest  phy¬ 
sicians  in  this  group  were  surgeons,  who  performed 
28,  35,  and  43  FNABs.  There  were  24  primary  care 
physicians,  21  surgeons,  21  gynecologists,  2  patholo¬ 
gists,  and  1  radiologist.  None  of  the  physicians  without 
formal  training  used  quick  stain  to  assess  the  ade¬ 
quacy  of  their  samples. 

Study  Population 

Consecutive  FNAB  specimens  (n  =  1043)  from  927 
patients  were  analyzed.  There  was  no  significant  dif¬ 
ference  in  the  mean  age  or  tumor  size  between  pa¬ 
tients  seen  by  formally  trained  physicians  (n  =  729) 
and  those  seen  by  physicians  without  formal  training 
(n  =  314).  The  mean  ages  (±standard  deviation  [SD]) 
in  the  2  patient  groups  were  56.6  ±  16.1  (range,  33-88 
yrs)  and  62.7  ±  15.8  years  (range,  37-9  lyrs),  and  the 
mean  tumor  sizes  (±SD)  were  2.9  ±  2.1  cm  (range, 
0.9-10  cm)  and  2.3  ±  1.6  cm  (range,  0.7-7.8  cm), 
respectively.  In  three  cases  from  each  group,  tumor 
size  could  not  be  ascertained. 

Cellularity  of  FNAB  Specimens 

Table  1  compares  the  samples  obtained  by  the  for¬ 
mally  trained  physicians  with  those  obtained  by  the 
physicians  without  formal  training,  regardless  of 
whether  the  lesion  was  benign  or  malignant.  Gener¬ 
ally,  samples  obtained  by  the  formally  trained  physi¬ 
cians  had  much  more  abundant  cellularity  and  were 
markedly  less  likely  to  be  nondiagnostic  (P  <  0.0001). 
In  addition,  the  formally  trained  physicians  obtained  a 
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TABLE  1 

Cellularity  of  the  FNAB  Samples  as  Determined  by  Microscopic 
Review® 


Sample  cellularity'’ 

No.  formally  trained 
physicians  (%) 

No.  physicians  without 
formal  training  (%) 

Benign  masses 

Abundant 

238  (35.3) 

20  (7.5) 

Moderate 

no  (16.3) 

37  (13.1) 

Scant 

185  (27.4) 

84  (31.6) 

Nondiagnostic 

16  (2.4) 

109  (41.0) 

Cysts 

126  (18.7) 

16  (6.0) 

Total 

675 

266 

Malignant  himors 

Abundant 

48  (88.9) 

9  (18.8) 

Moderate 

3  (5.6) 

17  (35.4) 

Scant 

3  (5.5) 

15  (31.2) 

Nondiagnostic 

0  (0) 

7  (14.6) 

Total 

54 

48 

“  Six  samples  of  benign  masses  were  unavailable  for  microscopic  review;  information  in  these  cases  was 
extracted  from  the  reports. 

The  cellularity  of  samples  obtained  by  formally  trained  physicians  was  significandy  hi^er  than  that 
of  samples  obtained  by  physicians  without  formal  training  (P  <  0.0001  by  contingency-table  analysis). 


TABLE  2 


FNAB  Diagnosis  Determined  by  Microscopic  Reinterpretation 


FNAB  diagnosis 

No.  formally  trained 
■  physicians  (%) 

No.  physicians  without 
formal  training  (%) 

Benign  masses® 

Benign® 

487  (72.1) 

103  (38.7) 

Malignant 

0  (0) 

0  (0) 

Atypical 

46  (6.8) 

13  (4.9) 

Nondiagnostic" 

16  (2.4) 

134  (50.4) 

Benign  cysts 

126  (18.7) 

16  (6.0) 

Total 

675 

266 

Malignant 

tumors’’ 

Benign 

0  (0) 

4  (8.3) 

Malignant 

42  (78) 

24  (50) 

Atypical 

12  (22) 

13  (27.1) 

Nondiagnostic 

0  (0) 

7  (14.6) 

Total 

54 

48 

“?=  0.0001  comparing  diagnosis  of  benign  masses  by  formally  trained  physicians  versus  physicians 
without  formal  training  (contingency-table  analysis). 

Includes  varying  degrees  of  epithelial  cellularity  and  some  cases  of  fat  only,  and  depends  on  the 
clinical  findings. 

Includes  specimens  that  did  not  explain  the  clinical  findings;  most  had  scant  or  no  epithelial  component 
“*  P  =  0.0013  comparing  diagnosis  of  malignant  tumors  by  formally  trained  physicians  versus  physicians 
without  formal  training  (contingency-table  analysis). 


much  higher  percentage  of  samples  that  resulted  in  a 
definitive  (and  correct)  benign  diagnosis  (P  <  0.0001) 
(Table  2).  Importantly  and  significantly,  30%  (73  of 
266)  of  the  benign  lesions  sampled  by  the  physicians 
without  formal  training  were  referred  for  surgical  ex¬ 
cision,  whereas  only  8%  (60  of  675)  of  the  benign 


lesions  sampled  by  the  formally  trained  physicians 
were  so  referred  (30%  vs.  8%;  P  <  0.0001). 

Independent  review  of  a  subset  of  104  cases  by  2 
observers  resulted  in  excellent  agreement^  in  both 
diagnosis  (86.5%;  kappa  statistic,  0.78)  and  cellularity 
(85.4%;  kappa  statistic,  0.80).  The  diagnostic  differ¬ 
ences  were  minor.  In  9  of  the  13  cases,  1  observer  felt 
that  the  specimen  was  benign  with  scant  cellularity, 
and  the  other  felt  it  was  nondiagnostic.  In  no  case  did 
one  issue  a  malignant  diagnosis  and  the  other  a  be¬ 
nign  diagnosis. 

Sensitivity  of  FNAB  for  Breast  Cancer 

Table  3  compares  the  sensitivity  for  the  102  (9.8%) 
malignancies  included  in  the  1043  FNABs  in  this 
study;  89  (89%)  of  these  102  were  recognized  as  atyp¬ 
ical  (suspicious  for  cancer)  or  diagnosed  as  cancer  by 
FNAB.  Most  notable  is  the  striking  difference  in  sen¬ 
sitivity  for  breast  carcinoma  diagnosis:  98%  for  the 
formally  trained  physicians  versus  75%  for  physicians 
without  formal  training  (P  =  0.0014).  None  of  the  54 
cancers  among  the  FNABs  collected  by  the  formally 
trained  physicians  was  missed  because  of  sampling 
errors,  compared  with  1 1  of  the  48  cancers  collected 
by  the  physicians  without  formal  training  (Table  3). 
One  cancer  in  each  group  was  missed  because  of 
erroneous  microscopic  interpretation. 

Among  the  69  physicians  without  formal  training, 
3  performed  significantly  more  procedures  (28  to  43 
each)  than  the  others.  Together,  they  failed  to  diag¬ 
nose  4  out  of  15  cancers  encountered  (sensitivity, 
74%),  a  proportion  similar  to  the  proportion  for  the 
other  66  physicians  in  this  group.  Testing  based  on 
logistic  regression  confirmed  that,  within  the  formally 
trained  and  untrained  groups,  the  sensitivity  of  FNAB 
showed  no  significant  heterogeneity  and  was  not  af¬ 
fected  by  the  number  of  FNABs  each  physician  con¬ 
tributed  to  this  study  (data  not  shown). 

Microscopic  reinterpretation  resulted  in  only  two 
significant  revisions.  In  both  cases,  the  diagnosis  was 
changed  from  benign  to  suspicious  for  cancer,  and 
subsequent  histologic  examination  showed  carci¬ 
noma.  In  one  of  these  cases,  only  a  few  atypical  cells 
were  present.  In  the  other,  a  moderate  number  of 
epithelial  cells  were  collected  from  a  cystic  lesion; 
these  cells  were  obscured  by  high  numbers  of  inflam¬ 
matory  cells  in  an  unusually  darkly  stained  filter  prep¬ 
aration. 

DISCUSSION 

This  study  shows  that  physicians  with  formal  training 
in  FNAB  sampling  technique  achieved  much  more 
accurate  diagnostic  results  than  did  physicians  with¬ 
out  such  training.  Using  FNAB,  the  formally  trained 
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TABLE  3 

Original  FNAB  Diagnosis  of  102  Breast  Carcinomas  Included  in  the  Study 


Physician 

Cancer  or  atypical 
by  FNAB 

False-negative  or 
nondiagnostic 

Sensitivity 

Sampling  error 

Interpretive  error 

Formaly  trained 

53 

1 

98%’ 

0 

1 

Without  formal  training 

36 

12 

75% 

11 

1 

®  P  =  0.0014  versus  physicians  without  formal  training  (chi-square  test). 


physicians  missed  only  2%  of  malignant  lesions, 
whereas  the  physicians  without  formal  training 
missed  25%  (Table  3).  This  difference  was  entirely  due 
to  errors  in  sampling  the  lesion  rather  than  in  inter¬ 
preting  the  specimen.  In  patients  with  benign  lesions, 
only  8%  of  those  biopsied  by  formally  trained  physi¬ 
cians  went  on  to  surgery,  whereas  30%  of  those  biop¬ 
sied  by  physicians  without  formal  training  did  so.  In 
addition,  the  specimens  collected  by  the  formally 
trained  physicians  were  of  much  higher  cellularity  and 
significantly  less  likely  to  be  nondiagnostic  (Table  2; 
P  <  0.0001).  Formally  trained  physicians  submitted  a 
larger  percentage  of  cysts  for  microscopic  interpreta¬ 
tion.  The  reason  for  this  was  a  difference  in  practice 
pattern  between  the  two  groups.  The  physicians  with¬ 
out  formal  training  frequently  discarded  cyst  fluid 
when  they  had  a  low  degree  of  concern  for  cancer, 
clinically  and  by  macroscopic  inspection  of  the  fluid. 

Our  findings  suggest  that  formal  training  in  FNAB 
sampling  techniques  has  a  major  positive  effect  on  the 
diagnostic  accuracy  of  the  procedure.  The  importance 
of  adequate  training  is  evident  in  other  areas  of  med¬ 
icine  as  weli.  Primary  care  physicians,  for  example, 
have  a  much  higher  rate  of  false-negative  diagnosis  of 
skin  cancers  than  dermatologists.®  Jowell  et  al.®  found 
that  gastroenterology  fellows  could  be  considered 
competent  in  performing  endoscopic  retrograde 
cholangiography  only  after  they  had  performed  at 
least  180  procedures,  a  much  greater  number  than 
previously  recommended  for  training.  In  a  study  of 
variability  in  the  interpretation  of  mammograms  by 
radiologists,  Elmore  et  al.^  found  substantial  variance 
in  diagnostic  accuracy  in  detecting  breast  carcinoma 
and  concluded  that  additional  specialized  education, 
better-defined  diagnostic  criteria,  and  examination  of 
performance  were  required  to  improve  diagnostic  ac¬ 
curacy. 

Few  previous  studies  have  systematically  exam¬ 
ined  factors  that  affect  the  accuracy  of  FNAB.  These 
factors,  which  include  the  number  of  needle  passes 
done  and  the  target  size®  as  well  as  the  importance  of 
training  in  the  microscopic  examination  of  the  sam¬ 
ples,®  have  had  considerably  less  effect  on  the  accu¬ 
racy  of  FNAB  diagnosis  than  has  formal  training  in 


FNAB  sample  procurement,  as  shown  in  the  present 
study.  Lee  et  al.^°  found  that  a  single  operator  per¬ 
forming  a  larger  number  of  FNABs  had  a  markedly 
lower  rate  of  nondiagnostic  specimens  than  physi¬ 
cians  in  the  same  community  performing  only  a  few 
FNABs.  Others  have  found  similar  trends.  Training  in 
sample  procurement  was  not  recorded  in  these  stud¬ 
ies.  Before  the  present  study,  and  to  our  knowledge, 
there  had  been  no  report  of  a  systematic  analysis  of 
the  effect  on  diagnostic  accuracy  of  physician  training 
in  FNAB  sampling  technique. 

The  formally  trained  physicians  performed  at  least 
100  FNABs  during  the  1-year  study  period,  whereas 
the  physicians  without  formal  training  performed  a 
median  of  2  FNABs.  Only  3  of  the  physicians  without 
formal  training  had  performed  28  or  more  FNABs  dur¬ 
ing  the  study  period.  Thus,  the  effect  of  FNAB  caseload 
on  diagnostic  accuracy  in  our  study  could  not  be  eval¬ 
uated  adequately.  However,  the  sensitivity  (11  of  15  or 
74%)  for  cancer  was  no  higher  for  these  3  physicians 
than  for  the  remaining  physicians  without  formal 
training  who  performed  fewer  FNABs. 

FNAB  is  a  well-established  and  very  successful 
diagnostic  procedure  in  many  European  centers, 
where  FNAB  samples  of  palpable  targets  typically  are 
collected  and  interpreted  by  cytopathologists  with  for¬ 
mal  training  in  sampling  technique.  In  the  U.S.,  how¬ 
ever,  most  of  such  samples  are  collected  and  prepared 
by  surgeons  and  primary  care  physicians  who  do  not 
have  formal  training  in  sampling  technique.  The  sam¬ 
ples  are  then  forwarded  to  a  pathology  laboratory  for 
processing  and  interpretation.  This  study  shows  that 
FNAB  sample  procurement  by  physicians  who  lack 
formal  training  results  in  unacceptably  high  rates  of 
nondiagnostic  specimens  and  of  missed  cancers.  The 
resulting  lack  of  sensitivity  of  FNAB  in  many  U.S. 
centers  is  most  likely  the  reason  for  the  recent  decline 
in  use  of  this  low-cost,  low-morbidity,  rapid,  and  po¬ 
tentially  accurate  diagnostic  technique.*^  It  is  being 
replaced  by  more  invasive  and  more  expensive  alter¬ 
natives  including  open  biopsies  and  large-core  biop¬ 
sies,  and,  in  some  cases,  clinical  follow-up  by  periodic 
palpation,  which  has  relatively  low  sensitivity  and 
specificity  for  carcinoma  of  the  breast. 
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One  solution  to  the  problem  of  substandard  FNAB 
results  is  to  train  a  number  of  physicians  well  enough 
so  that  they  can  achieve  a  reliable  diagnosis  in  greater 
than  95%  of  cases  with  a  minimal  false-negative  rate. 
In  our  experience,  such  training  entails  sampling  150- 
200  lesions  under  supervision.  A  substantial  propor¬ 
tion  of  the  cases  must  be  technically  challenging  for 
the  trainee  to  develop  advanced  skills.  Such  training 
can  be  easily  organized  if  a  clinic  with  a  large  caseload 
and  well-trained  physicians  is  available.  Conversely,  it 
is  almost  impossible  to  become  well  trained  if  the 
teachers  are  physicians  who  themselves  had  no  signif¬ 
icant  training  and  who  perform  only  the  occasional 
FNAB.  In  our  opinion,  it  is  not  productive  to  imple¬ 
ment  “mini-training  programs”  in  which  residents 
perform  10  to  20  FNABs  during  their  residency.  Such 
training  may  give  the  trainees  the  false  impression 
that  they  have  been  adequately  trained  when,  in  fact, 
training  on  substantially  greater  numbers  of  FNABs  is 
necessary.  Many  who  undergo  such  mini-training  will 
use  the  technique  briefly,  be  discouraged,  and  turn  to 
other  diagnostic  methods  that  are  more  expensive, 
have  a  higher  morbidity,  or  both. 

In  summary,  when  performed  by  appropriately 
trained  physicians,  FNAB  is  a  cost-effective,  highly 
accurate  diagnostic  technique  with  very  low  morbid¬ 
ity.  Our  data  support  a  model  for  the  triage  of  palpable 
breast  masses  utilizing  FNAB  performed  by  formally 
trained  physicians.  Conversely,  performance  of  FNAB 
by  operators  without  formal  training  is  not  supported 
and  potentially  may  be  harmful  to  patient  outcome  in 
an  unacceptably  high  proportion  of  cases.  Delay  in 
treatment  resulting  from  an  incorrect  diagnosis  could 
allow  for  significant  tumor  growth  and  potentially  lead 
to  metastasis  and  thus  a  poorer  prognosis  for  the 
patient.  In  conclusion,  we  suggest  that  FNAB  be  con¬ 
centrated  in  well-trained  hands  to  provide  the  benefit 


of  high-quality,  rapid,  minimally  invasive  FNAB  diag¬ 
nosis  to  the  maximal  number  of  patients. 
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Project  2 

Selected  Abstracts 


A  comparison  of  alternative-mind/body  and  support  interventions  for  women  with  breast  cancer. 
Levine,  E.G,  Targ,  E.  et  al.  (2000).  Annals  of  Behavioral  Medicine,  22,  (supplement),  127. 


Psychological  adjustment  to  cancer  can  influence  a  variety  of  important  issues,  including  quality 
of  life,  psychological  well-being,  and  physical  morbidity.  Various  interventions  have  been 
developed  to  decrease  the  amount  of  psychological  morbidity  associated  with  the  disease  and  to 
assist  breast  cancer  patients  to  improve  their  quality  of  life.  However,  direct  comparisons  have 
not  been  made  between  traditional  interventions  such  as  support  groups  and  groups  which  focus 
on  complementary  practices  in  coping  with  cancer. 

In  this  clinical  trial  150  women  with  breast  cancer  were  randomized  to  participate  in  either  a  12- 
week  traditional  support  group  or  an  integrated  group  which  combines  yoga,  meditation,  dance, 
imagery,  health  information,  and  support  in  a  single  intervention.  Long-term  data  for  65  women 
show  that  women  in  both  groups  reported  significant  improvements  in  quality  of  life  and  mood 
after  the  intervention,  with  benefits  sustained  until  at  least  three  months  after  the  end  of  the 
intervention.  The  women  in  the  integrated  group  showed  significant  changes  at  the  end  of  the 
intervention,  with  continued  improvements  at  three  months  post-intervention  in:  overall  quality 
of  life  and  mood,  emotional  well-being,  functional  well-being,  spiritual  well-being,  anxiety, 
depression,  vigor,  and  confusion.  Improvements  in  the  support  group  over  all  three  time  periods 
were  seen  only  for:  emotional  well-being,  functional  well-being,  and  vigor.  These  results  suggest 
that  an  integrated  program  is  at  least  as  beneficial  as  a  traditional  support  group,  and  produces 
long-lasting  effects. 


Change  in  post-traumatic  stress  symptoms  following  psychosocial  treatment  for  women  with 
breast  cancer.  Levine,  E.  G.,  Targ,  E.,  Stone,  B.  M,  &  Kronenwetter,  C.  (2000b)  Psycho- 
Oncology,  9  (5  Supplement),  27. 


The  diagnosis  of  cancer  is  a  traumatic  experience,  which  may  result  in  post-traumatic  stress 
symptoms,  such  as  arousal,  re-experiencing  the  diagnostic  process  and  arousal.  Change  in  post- 
traumatic  symptoms  was  assessed  in  105  women  with  breast  cancer  who  participated  in  either  a 
standard  support  group  or  an  integrated  program  using  support,  yoga,  meditation,  movement  and 
imagery.  At  baseline  30  women  were  classified  as  having  significant  PTSD  symptoms  (at  or 
above  the  75%ile  of  the  entire  sample).  In  addition,  30  women  reported  significantly  higher  re¬ 
experiencing  symptoms,  28  had  high  avoidance  symptoms,  and  33  reported  high  arousal.  After 
the  12  week  sessions,  significant  decreases  were  seen  in  all  four  areas,  with  the  number  of 
women  rated  as  having  significant  PTSD  decreased  to  12  women.  The  number  of  women  having 
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high  re-experience  symptoms  fell  from  30  to  12,  while  the  number  of  women  who  reported  high 
avoidance  fell  from  28  to  12,  and  the  number  of  women  who  reported  being  highly  aroused 
decreased  from  33  to  16.  For  the  entire  sample,  overall  PTSD  symptoms  were  significantly 
reduced  (F=16.56,  p=.0001).  Significant  decreases  were  also  observed  in  re-experiencing 
(F=11.38,  p=.0011),  avoidance  (F=7.22,  p=.0087),  and  arousal  (F=12.71,  p=.0006).  There  were 
no  differences  between  the  two  interventions.  These  results  indicate  that  PTSD  symptoms  can  be 
prevalent  among  women  with  breast  cancer,  and  that  psychosocial  interventions  can  be  effective 
in  reducing  this  type  of  distress. 


Reduction  Of  Hopeless/Helpless  Coping  Style  In  Women  With  Breast  Cancer..  Ellen  G.  Levine, 
James  D.  Tario,  &  Elisabeth  Targ,  Reduction  of  hopeless/helpless  coping  style  in  women  with 
breast  cancer.  Psycho-Oncology,  9  (5  Supplement),  32. 


Some  researchers  have  suggested  that  the  coping  style  of  helplessness  or  hopelessness  is 
unchangeable,  and  that  they  are  related  to  poorer  immune  function  and  survival  of  cancer.  The 
purpose  of  this  study  was  to  measure  the  extent  of  Helpless/Hopeless  (H/H)  coping  style  of 
women  with  breast  cancer  (n=127)  before  and  after  participation  in  a  support  group  as  part  of,  or 
exclusive  of  a  mind/body  integrated  program.  The  participants  completed  the  Mini-Mental 
Adjustment  to  Cancer  Scale  (Mini  MAC)  before  the  interventions  started  (mean  time  from 
diagnosis  =  14  months)  and  after  completion  of  the  intervention. 

The  H/H  scores  of  women  in  both  groups  improved  over  the  twelve  week  intervention  period. 
Although  there  were  no  differences  in  improvement  between  the  groups,  the  decrease  over  time 
was  significant  (F  =  6.39,  p=.01).  The  mean  H/H  score  prior  to  participation  for  both  groups  was 
12.53  (SD=3.78)  and  1 1.44  (SD=3.45)  after  completion.  At  baseline  24  women  had  high  H/H 
scores.  At  the  end  of  the  twelve  week  programs  only  16  remained  in  the  high  H/H  group,  14 
women  changed  from  the  high  to  the  low  group,  and  6  changed  from  low  to  high  H/H,  while  107 
women  did  not  change  H/H  status.  The  number  of  women  changed  from  high  H/H  to  low  was 
significantly  greater  than  the  number  of  women  who  changed  from  low  to  high  (chi2  =22.7. 
p<.0001).  These  results  suggest  that  psychosocial  interventions  can  reduce  feelings  of 
helplessness  and  hopelessness.  Further  research  will  explore  change  in  H/H  over  longer  periods 
of  time. 


Differences  in  Psychosocial  Status  of  Older  and  Younger  Newly  Diagnosed  Women  with  Breast 
Cancer.  Ellen  G.  Levine,  Ph.D.,  M.P.H.  (presenter),  Elisabeth  Targ,  M.D.  Breast  Cancer 
Personal  Support  and  Lifestyle  Intervention  Trial,  University  of  San  Francisco/Califomia  Pacific 
Medical  Center 
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It  has  been  suggested  that  older  women  cope  differently  with  breast  cancer  than  younger  women. 
This  study  is  part  of  a  larger  study  of  the  efficacy  of  an  alternative  psychosocial  intervention  for 
breast  cancer.  Women  who  were  newly  diagnosed  with  breast  cancer  (n=142)  completed 
measures  of  quality  of  life  and  psychosocial  distress  as  part  of  the  larger  study.  84%  were 
Caucasian,  9%  Asian  American,  5%  African  American,  and  2%  Latina.  The  women  were  divided 
into  two  groups,  based  on  the  median  split  of  age  (age  49).  Older  women  reported  significantly 
higher  vigor,  emotional  well-being,  functional  well-being,  spiritual  well-being,  and  overall 
quality  of  life  than  younger  women.  Older  women  were  significantly  more  fatalistic/accepting  of 
their  disease.  In  contrast,  younger  women  were  significantly  more  hopeless,  anxious,  depressed, 
and  angry  and  reported  more  post-traumatic  symptoms  than  older  women,  (affect  regulation, 
avoidance,  re-experiencing,  and  arousal).  No  differences  were  seen  between  the  groups  on 
coping  style  or  adjustment  to  cancer.  These  results  suggest  that  while  women  of  all  ages  may 
cope  with  a  new  diagnosis  of  cancer  in  different  ways,  younger  women  tend  to  be  more 
distressed  and  report  poorer  quality  of  life  than  older  women.  As  more  and  more  younger 
women  are  being  diagnosed  with  breast  cancer,  attention  should  be  paid  to  the  amount  of 
psychological  distress  experienced  by  younger  women,  without  overlooking  psychosocial  issues 
that  may  arise  among  older  women  as  well.  Interventions  using  groups  specifically  for  younger 
women  and  for  all  ages  of  women  should  be  studied  and  compared. 


Re-examining  the  construct  of  fatalism  in  women  with  breast  cancer:  Stoic  resignation  versus 
spiritually  focused  acceptance.  Fitzpatrick,  C.  M.,  Levine,  E.  G.,  Heide,  F.,  Zelman,  D.,  &  Targ, 
E.  (2000).  Psycho-Oncology,  9  (5  Supplement),  90. 


The  present  study  sought  to  re-examine  a  specific  type  of  adjustment  to  cancer  known  as 
Fatalism,  which  has  been  characterized  by  "the  appraisal  of  cancer  as  a  minor  threat",  "perceived 
lack  of  control  over  the  outcome  of  one's  illness",  and  "acceptance  of  the  outcome".  Current 
research  on  this  construct  has  found  mixed  results,  but  has  typically  identified  Fatalism  as  a 
negative  construct  which  is  associated  with  negative  outcomes,  such  as  increased  mortality. 
Nonetheless,  we  hypothesized  that  fatalistic  adjustment,  as  measured  by  the  Mental  Adjustment 
to  Cancer  Scale  -  short  form  (Watson  et  al.,  1994)  might  actually  be  associated  with  better  mood, 
quality  of  life,  and  feelings  of  control,  as  well  as  a  sense  of  spirituality.  The  participants  in  the 
present  study  were  120  women  diagnosed  with  primary  and  metastatic  breast  cancer  (mean  age  = 
49).  Results  revealed  that  Fatalism  was  strongly  correlated  with  spirituality  and  engagement  in 
an  active  religious  practice,  as  well  as  several  outcome  measures,  such  as  higher  quality  of  life 
and  less  depression  and  anxiety.  Contrary  to  the  original  definition,  adopting  a  fatalistic  attitude 
was  significantly  associated  with  feelings  of  control  and  acceptance.  Finally,  a  simultaneous 
multiple  regression  analysis  revealed  that  a  combination  of  Spirituality,  Fighting  Spirit,  Active 
Cognitive  Coping,  and  low  Distress  significantly  predicted  49%  of  the  overall  adjusted  variance 
for  Fatalism.  In  sum,  despite  the  commonly  held  view  of  fatalistic  adjustment.  Fatalism  appears 
to  be  assoeiated  with  increased  acceptance,  spirituality,  and  feelings  of  control,  and  can  have 
positive,  health-affirming  effects  for  those  dealing  with  cancer. 
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Use  of  alternative  medicine  by  women  with  breast  cancer.  Rundel,  M.,  Levine,  E.G.,  &  Targ,  E. 
2000 Annals  of  Behavioral  Medicine,  22,  (supplement),  65. 


Recent  studies  have  found  that  women  with  breast  cancer  who  use  alternative  therapies  are  more 
distressed  than  those  who  do  not.  We  studied  168  women  entering  a  research  intervention  study 
of  a  holistic  program  of  alternative  behavioral  strategies  (i.e.,  yoga,  meditation,  guided  imagery 
and  nutrition).  The  median  age  of  participants  Was  49.  The  ethnic  background  of  participants  was 
85%  Caucasian,  8%  Asian  American,  5%  African  American,  and  2%  Latina.  At  entry  to  the 
study,  47  women  had  never  used  alternative  therapies,  52  women  had  started  an  alternative 
treatment  after  surgery,  55  women  were  using  alternative  methods  continuously  for  a  variety  of 
reasons,  and  14  had  used  alternative  therapies  in  the  past  but  not  currently. 

The  women  who  started  using  alternative  therapies  after  surgery,  and  those  who  had  used  them 
both  before  and  after  surgery,  reported  lower  quality  of  life  (QOL)  on  the  FACT-B  scale  than 
women  who  had  never  used  them.  Those  who  used  alternative  treatments  before  and  after 
surgery  also  reported  greater  levels  of  anxiety  and  overall  distress.  None  of  the  groups  reported 
significantly  higher  or  lower  levels  of  depression.  Analysis  was  also  done  on  QOL  and  levels  of 
distress,  depression,  and  anxiety  for  users  of  each  type  of  alternative  treatment.  Women  who  used 
acupuncture  and  herbs  had  lower  QOL  than  those  who  did  not  (t=2.60,  p=.01).  Women  who  used 
body  therapies  had  lower  levels  of  depression  (t=2.28,  p=.02)  and  anxiety  (t=2.6,  p=.01).  Women 
who  had  meditated  had  higher  levels  of  anxiety  (t=2.01,  p=.04)  and  overall  distress  (t=2.04, 
p=.04).  The  results  concur  with  other  research  findings  that  women  who  use  alternative  therapies 
to  cope  with  breast  cancer  surgery  may  have  overall  lower  QOL  than  women  who  do  not  use 
alternative  therapies.  However  there  are  differences  in  levels  of  QOL  and  distress  among  users  of 
different  alternative  modalities.  Differences  between  these  groups  of  women  may  be  useful  in 
treatment  planning,  and  psychosocial  and  medical  assistance. 


Differences  In  Psychosocial  Well-being  Between  Lesbian  and  Heterosexual  Women  With  Breast 
Cancer.  Klein,  A.,  Levine,  E.G.,  &  Targ,  E.  Breast  Cancer  Personal  Support  and  Lifestyle 
Intervention  Trial,  University  of  California,  San  Francisco/Califomia  Pacific  Medical  Center. 
(2000).  Annals  of  Behavioral  Medicine,  22,  (supplement),  44. 


The  lack  of  research  on  lesbian  health  is  a  concern  for  both  medical  and  mental  health  providers. 
One-hundred-forty-two  women  completed  measures  of  quality  of  life  and  psychosocial  distress 
as  part  of  a  research  trial  evaluating  the  efficacy  of  a  psychosocial  intervention  for  breast  eancer. 
Breast  cancer  patients  were  divided  into  two  groups  based  on  self-disclosure  of  heterosexual 
(n=13)  versus  homosexual  identity  (n=13).  Between  the  two  groups,  partieipants  were  matched 
for  age  and  stage  of  disease.  Median  age  of  participants  was  49.  The  ethnic  background  of 
participants  was  84%  Caucasian,  9%  Asian  American,  5%  African  American  and  2%  Latina.  The 
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two  groups  did  not  differ  on  measures  of  social  well-being.  No  significant  differences  were 
found  between  the  groups  on  reports  of  happiness  with  partners.  However,  heterosexual  women 
reported  a  significantly  higher  level  of  functional  well-being  (F=7.6,  p=.01),  emotional  well¬ 
being  (F=4.64,  p=.03)  and  overall  quality  of  life  (F=8.7,  p=.003)  than  lesbians.  Heterosexual 
women  adopted  more  of  a  fighting  spirit  approach  to  coping  with  breast  cancer  (F=5.37,  p=.02). 
More  lesbians  assumed  a  helpless/hopeless  coping  strategy  (F=l  1 .65,  p=.0008).  Lesbians  also 
reported  a  significantly  higher  incidence  of  depression  (F=l  1.38,  p=.001)  and  anxiety  (F=9.84, 
p=.002),  fatigue  (F=7.76,  p=.006),  anger  (F=15.18,  p=.0002)  and  confusion  (F=^6.46,  p=.01). 
Finally,  lesbians  endorsed  more  post-traumatic  symptoms  than  heterosexual  women  (F=5.11, 
p=.02).  Further  qualitative  analyses  revealed  that  60%  of  the  lesbians  experienced  physical 
and/or  sexual  abuse  before  the  age  of  15.  Differences  were  not  found  between  the  groups  on 
spirituality  measures.  Despite  our  small  sample  size,  these  results  indicate  that  in  response  to  a 
breast  cancer  diagnosis,  lesbians  experience  strikingly  higher  levels  of  distress  and  lower  quality 
of  life  than  heterosexual  women.  More  research  is  necessary  in  response  to  the  amount  of 
psychological  distress  experienced  by  lesbians  with  breast  cancer. 


A  Comparison  Of  Complementary  And  Traditional  Psychosocial  Treatment  For  Breast  Cancer . 
Ellen  G.  Levine,  Ph.D.,  M.P.H.,  Elisabeth  Targ,  M.D.  Brook  M.  Stone,  LCSW,  and  Carol 
Kronenwetter,  Ph.D.  California,  Pacific  Medical  Center  and  University  of  Califomia-San 
Francisco 


Psychological  adjustment  to  cancer  can  influence  a  variety  of  important  issues,  including  quality 
of  life,  psychological  well-being,  and  physical  morbidity.  Various  interventions  have  been 
developed  to  decrease  the  amount  of  psychological  morbidity  associated  with  the  disease  and  to 
assist  breast  cancer  patients  to  improve  their  quality  of  life.  Although  complementary  oriented 
interventions  have  become  popular,  direct  comparisons  have  not  been  made  between  traditional 
interventions  such  as  support  groups  and  groups  which  focus  on  complementary  practices  in 
coping  with  cancer.  Nor  have  groups  using  complementary  therapies  been  adequately  assessed. 

In  our  clinical  trial  72  women  with  breast  cancer  were  randomized  to  participate  in  either  a  12- 
week  traditional  support  group  or  a  more  intensive/integrated  group  which  combines  yoga, 
meditation,  dance,  imagery,  health  information,  and  support  in  a  single  intervention.  Post 
intervention  data  showed  that  women  in  both  groups  reported  significant  improvements  in 
physical  well-being  (F=13.80,  p=.009)  and  emotional  well-being  (F=9.74,  p=.004).  Significant 
decreases  were  also  seen  in  depression  (F=4.80,  p=.04),  with  increases  in  vigor  (F=4.04,  p=.05), 
and  a  non-significant  improvement  in  overall  mood  (F=3.76,  p=.06)  in  both  of  the  intervention 
groups.  However  only  the  traditional  support  group  showed  significant  increases  in  social  well¬ 
being  (F=7.69,  p=.009).  In  addition,  the  women  in  the  intensive  group  reported  being  more 
satisfied  with  their  experience  than  the  women  in  the  support  group.  These  results  suggest  that 
while  an  integrated  program  may  not  be  more  effective  than  a  traditional  support  group, 
women’s  “self-percived”  satisfaction  may  relate  to  issues  other  than  mood  and  functional  well¬ 
being. 
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Factor  Analysis  Of  The  Mini-Mental  Adjustment  To  Cancer  Scale  In  Women  With  Breast 
Cancer.  Ellen  G.  Levine,  Ph.D.,  Cory  Fitzpatrick,  M.A.,  Janelle  Eckhardt,  Ph.D.,  Sian 

Cotton,  M.A.,  and  Elisabeth  Targ,  M.D.,  California  Pacific  Medical  Center  and  California 
School  of  Professional  Psychology 


The  concept  of  adjustment  styles  to  cancer  such  as  fighting  spirit,  and  helplessness/hopelessness, 
have  been  shown  to  be  related  to  the  course  of  the  illness.  While  these  constructs  have  been 
measured  in  several  ways,  not  all  of  the  measures  have  been  adequately  validated.  We  present  a 
factor  analysis  of  the  short  version  of  the  Mental  Adjustment  to  Cancer  (MAC)  scale,  the  Mini- 
MAC.  Data  from  87  women  with  breast  cancer  were  used  to  factor  analyze  the  scale,  and  to 
correlate  the  subscales  with  those  of  another  coping  scale,  the  Index  of  Coping  responses.  The 
factor  analysis  identified  seven  factors  with  Eigen  values  above  1 .0.  The  factors  were  then 
rotated  to  develop  a  five  factor  model,  consistent  with  the  number  of  subscales  in  the  Mini-MAC. 
Results  show  that  the  Mini-MAC  subscales  of  Anxious  Preoccupation  and  Avoidance  were 
delineated  correctly  in  the  factor  analysis.  The  factor  loadings  for  Helpless/Hopeless  was  less 
consistent  with  the  original  subscale,  but  still  highly  correlated  (r=.99  p<.000).  Interestingly,  the 
factor  loadings  for  Fighting  Spirit  and  Fatalism  were  not  consistent  with  the  original  subscale 
structures,  although  they  were  still  highly  correlated  with  them  (Fighting  Spirit  r=.89,  p<.0000; 
Fatalism  r=.92,  p<.0000).  The  two  subscales  were  significantly  but  modestly  correlated  with 
each  other  (r=.32,  p=.003).  In  addition.  Fighting  Spirit  was  significantly  correlated  with  coping 
styles  of  logical  analysis  (r=.38,  p=.0004),  information  seeking  (r=.40,  p=.0002),  problem 
solving  (r=.34,  p=.002),  and  avoidance  (r=.27,  p=.01).  Fatalism  was  also  significantly  correlated 
with  logical  analysis  (r=.39,  p=.0002),  information  seeking  (r=.45,  p=.0000),  problem  solving 
(r=.42,  p=.0001),  and  affective  regulation  (r=.36,  p=.0008).  These  results  suggests  that  although 
the  factor  structure  of  the  Mini-Mac  holds  up  with  this  sample,  the  concepts  of  Fighting  Spirit 
and  Fatalism  seem  to  be  similar  and  should  be  developed  further. 


Predicting  amount  of  meaning  and  purpose  in  life  of  women  with  breast  cancer.  Levine,  E.  G.  & 
Targ,  E.  (2001)..  Annals  of  Behavioral  Medicine,  23  (supplement).  63. 


A  diagnosis  of  cancer  is  a  crisis,  physically,  emotionally,  and  existentially.  At  this  time  women 
may  re-evaluate  their  lives,  and  think  about  their  own  purpose  in  life.  This  study  sought  to 
examine  predictors  of  meaning  and  purpose  in  life  among  159  women  who  had  either  been 
newly  diagnosed  with  a  breast  cancer,  had  a  recurrence  of  their  cancer  or  had  metastatic  disease. 
Meaning  and  purpose  was  significantly  correlated  with;  age,  physical  well-being,  social  well¬ 
being,  functional  well-being,  emotional  welll-being,  having  a  sense  of  faith  and  assurance, 
fighting  spirit,  helplessness/hopelessness,  anxious  preoccupation,  fatalism,  avoidance,  logical 
analysis,  information  seeking,  problem  solving,  affect  regulation,  emotional  discharge. 
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avoidance,  anxiety,  depression,  anger,  vigor,  fatigue,  confusion,  spiritual  practice,  spiritual 
growth,  a  sense  of  embracing  life,  and  overall  spirituality.  There  wsa  no  significant  relationship 
between  meaning  and  purpose  and  time  since  diagnosis.  A  simultaneous  multiple  regression 
found  that  67%  of  the  variance  in  meaning  and  purpose  was  accounted  for  by  a  combination  of 
physical  well-being,  functional  well-being,  having  sense  of  faith  and  assurance,  fighting  spirit, 
vigor,  overall  distress,  spiritual  growth,  and  embracing  life  (F=40.82,  p<.0001).  These  results 
suggest  that  women  who  feel  able  to  continue  their  daily  lives  both  physical  and  emotionally, 
who  have  a  fighting  spirit,  are  spiritual  and  also  have  an  active  spiritual  practice  have  a  greater 
sense  of  meaning  and  purpose  in  the  world.  Promoting  a  sense  of  meaning  and  purpose  may  be 
very  useful  in  helping  women  adjust  to  having  cancer  and  yet  go  on  with  their  lives.  Women  who 
are  able  to  fell  that  there  is  a  purpose  to  their  life  may  feel  less  distressed,  and  may  be  able  to 
recover  physical  and  functional  well-being  soon  after  their  diagnosis  and  treatment  for  cancer. 


Breast  cancer  in  survivors  of  child  abuse:  Psychosocial  well-being  and  treatment  considerations. 
Klein,  A.,  Rundel,  M.,  Levine,  E.  G.,  &  Targ,  E.  (2001).  Annals  of  Behavioral  Medicine,  23 
(supplement).  72. 


Research  shows  that  victims  of  trauma  experience  greater  psychological  distress  and  lower 
quality  of  life  upon  a  cancer  diagnosis  than  those  patients  who  have  no  history  of  trauma.  This 
study  examined  two  groups  of  women  with  breast  cancer.  One  group  (N=22)  identified 
themselves  as  survivors  of  physical,  sexual,  or  emotional  abuse  as  children.  The  other  group 
(N=63)  indicated  that  they  had  not  suffered  from  child  abuse.  All  women  participated  in  a  12- 
week  psychosocial  intervention,  including  group  support,  meditation,  movement,  and  health 
education.  Mean  age  was  49,  and  mean  time  since  diagnosis  was  14.5  months.  At  initial 
assessment  before  the  intervention,  women  who  had  suffered  ongoing  abuse  showed  significantly 
worse  quality  of  life,  x^(l,  N=80)=4.34,/»=.04,  greater  overall  distress  x^(l,  N=79)=6.01,/j=.01, 
and  more  depression  x^(l,  N=79)=5.24,/7=.02  than  those  who  had  not  been  victims  of  abuse.  No 
significant  differences  were  found  among  the  groups  on  measures  of  coping  strategies  or 
symptoms  of  post-traumatic  stress  disorder.  In  the  first  assessment  immediately  following  the 
intervention,  the  two  groups  did  not  significantly  differ  on  any  of  the  measures.  However,  upon 
follow  up  one  year  after  the  intervention,  the  survivors  of  child  abuse  once  again  showed  greater 
overall  distress  x^(l,  N=45)=4.06,  p=.04  than  those  who  had  not  suffered  abuse.  This  study 
suggests  that  women  with  breast  cancer  who  were  victims  of  child  abuse  may  be  in  greater  need 
of  psychosocial  support.  It  also  shows  that  while  such  interventions  are  effective,  the  benefits 
diminish  over  time,  and  so  ongoing  support  may  be  indicated. 
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Appendix  J 


Study  ID  # 


Drs.  Laura  Esserman  and  Debu  Tripathy  of  the  UCSF  Breast  Care  Center  are  conducting 
a  survey  to  understand  factors  that  impact  upon  how  women  with  breast  cancer  make 
decisions  about  their  health.  If  you  choose  to  participate  in  this  study,  please  answer  each 
of  the  following  questions  as  best  you  can. 

Participating  in  this  survey  is  voluntary.  The  answers  you  give  are  confidential.  If  you 
have  any  questions  regarding  this  study,  you  can  contact  Fern  Hassin  at  (415)  885-3738. 
If  for  any  reason  you  do  not  feel  comfortable  expressing  your  concerns  to  Ms.  Hassin, 
you  may  contact  the  UCSF  Committee  of  Human  Research  at  (415)  476-1814. 

A.  Information  About  You. 

We  would  like  to  ask  you  some  questions  about  you  and  your  health.  Your  answers  will 
help  us  better  understand  you. 

A.I.  What  is  your  date  of  birth?  Month _ Year _ 

A.2.  Were  you  born  in  the  United  States? 

□  Yes  □  No 

A.3.  What  is  you  current  zip  code? _ 

A.4.  What  is  your  racial/ethnic  identification? 


□ 

Black/African 

□  Japanese 

□ 

Vietnamese 

American 

□  Korean 

□ 

White 

□ 

Chinese 

□  Latina/Hispanic 

□ 

Other 

□ 

Filipina 

□  Native  American 

a 

Unknown 

□ 

Hawaiian 

□  Pacific  Islander 

□ 

Indian-subcontinent 

□  Thai 

A.5.  What  is  your  current  relationship  status? 

□ 

Married 

□  Divorced 

□ 

Single 

□ 

Living  with  a  partner 

□  Widowed 

A.6.  What  is  the  highest  level  of  education  you  have  completed? 

□ 

1  r  grade  or  less 

□  Associate  degree 

a 

Doctorate 

□ 

High  school 

□  College  graduate 

graduate 

□  Master’s  degree 

A.7.  What  is  you  current  employment  status? 

□  Full  time  (32  hrs  or  more/wk) 

□  Part  time  (fewer  than  32  hrs/wk) 

□  Not  employed  for  pay,  but  seeking  work 

□  Not  employed  for  pay  and  not  seeking  work 

□  Retired 

□  Disabled 
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A.8.  What  is  your  annual  family  income? 

□  Less  than  $19,999 

□  $20,000  to  $49,999 

□  $50,000  to  $74,999 

□  $75,000  to  $149,999 

□  Over  $150,000 

A.9.  How  do  you  pay  your  medical  bills? 

□  Pre-paid  insurance  (HMO) 

□  Fee-for-service  insurance 

□  Medicare 

□  Medi-Cal 

□  VA,  Military 

□  Self-Pay 

A.10.  How  would  you  rate  your  past  health  compared  to  that  of  other  women  your 
age? 

□  Excellent  □  Good  □  Average  □  Poor 

A.11.  How  would  you  rate  your  current  overall  health  compared  to  that  of  other 
women  your  age  with  breast  cancer? 

□  Excellent  □  Good  □  Average  □  Poor 

A.12.  Do  you  have  children? 

□  Yes  -  How  many: _ Please  list  their  ages: _ , _ , _ , _ , _ , _ 

□  No 

A.13.  Are  you  the  primary  caregiver  for  dependent  children? 

□  Yes  □  No 

A.14.  Are  you  the  primary  caregiver  for  any  adults? 

□  Yes  □  No 

A.15.  Do  you  have  any  of  the  following  health  conditions  at  this  time?  (Check  all 
that  apply) 

□  High  blood  pressure  □  Other  cancer  plus  □  Depression 

□  Heart  disease  breast  cancer  □  COPD 

□  Osteoporosis  (bone  □  Rheumatoid  □  Diabetes 

loss)  Arthritis  □  Kidney  disease 

□  Osteoarthritis 

A.16.  How  was  your  breast  cancer  discovered? 

□  Mammogram  □ 

□  Breast  examination  in  doctor’s  office  □ 

□  Self  examination 


My  husband/partner  discovered  it 
Other;  please  specify: 


03/05/01 


168 


Study  ID  # _ 

A.17.  Have  you  undergone  treatment  for  your  breast  cancer  that  involves 
complementary  and  alternative  medicine? 

□  No  □  Would  consider 

□  Have,  but  not  currently  □  Never 

A. 22.  How  would  you  describe  your  participation  in  your  medical  care  for  breast 
cancer? 

□  I  have  done  everything  my  doctors  have  advised 

□  I  have  done  some  of  what  my  doctors  have  advised 

□  I  have  done  none  of  what  my  doctors  have  advised 

B.  Adjuvant  Therapy  Risk  Estimates  and  Treatment  Preferences  (Pre-Doctor’s 
Visit) 

This  set  of  questions  asks  for  your  perceptions  regarding  your  treatment  options  and  your 
satisfaction  with  the  information  you  have  received. 

You  will  be  presented  imaginary  situations  about  your  health.  You  are  to  identify  your 
beliefs  regarding  the  chance  of  that  situation  occurring  in  a  certain  time  period.  On  each 
scale  presented  below,  please  circle  a  percentage  to  represent  the  chance  you  feel  of  that 
situation  happening  to  you. 

B.l.  The  chance  of  my  breast  cancer  returning  or  spreading  within  the  next 
10  years  after  having: 

surgery 


i 


0%  10%  20%  30% 

surgery  and  chemotherapy 

1  1  1  1 

40% 

1 

50% 

1 

60% 

1 

70% 

1 

80% 

1 

90% 

1 

100% 

_ 1 
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100% 

0%  10%  20%  30% 

40% 

50% 

60% 

70% 

80% 

90% 

100% 

B.2.  The  chance  that  I  will  die  from  my  breast  cancer  within  the  next  10  years  after 
having: 

surgery 

I _ I _ 1 _ I _ 1 _ I _ I _ ^ _ I _ I _ 1 

0%  10%  20%  30%  40%  50%  60%  70%  80%  90%  100% 
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1 

1 

1 
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1 
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1 
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B.3.  What  is  your  understanding  of  the  level  of  the  side  effects  for  each  of  the 
treatments  listed  below?  Please  check  the  box  corresponding  to  the  level  of  side 
effects  you  would  expect  to  experience. 


Treatment 

No  side 
effects 

Mild  side 
effects 

Moderate 
side  effects 

Severe  side 
effects 

1.  Chemotherapy 

2.  Hormonal  therapy 

3.  Chemotherapy  and  hormonal 
therapy  taken  together 

B.4.  Do  you  feel  knowledgeable  about  the  effects  of  chemotherapy  on  your  risks  of 
recurrence  and  dying  from  breast  cancer? 

□  Yes  □  No 

B.5.  Do  you  feel  knowledgeable  about  the  effects  of  hormonal  therapy  on  you  risks 
of  recurrence  and  dying  from  breast  cancer? 

□  Yes  □  No 

B. 6.  Do  you  feel  knowledgeable  about  the  effects  of  chemotherapy  and  hormonal 
therapy  on  your  risks  of  recurrence  and  dying  from  breast  cancer? 

□  Yes  □  No 

C.  Scenarios  of  Benefit  with  Chemotherapy  (Pre-Doctor’s  Visit) 

Chemotherapy  is  sometimes  recommended  for  the  treatment  of  early  stage  breast  cancer. 
We  are  interested  in  understanding  how  you  make  decisions  about  whether  or  not  to 
undergo  chemotherapy. 
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In  the  box  below,  information  has  been  provided  about  chemotherapy  to  assist  you  in 
completing  the  next  set  of  questions. 


Description  of  typical  chemotherapy: 

Typical  chemotherapy  is  given  every  3  or  4  weeks  for  approximately  six  months. 
Chemotherapy  treatment  requires  checking  blood  counts  at  least  every  2  weeks. 
Chemotherapy  is  generally  given  in  a  medical  clinic. 

A  list  of  side  effects  associated  with  chemotherapy: 

Nausea  and  vomiting:  Usually  mild  (2  or  more  episodes  each  cycle).  It  is  usually,  but 
not  always,  well  controlled  by  medicine. 

Fatigue:  Worst  for  2  or  3  days  each  cycle,  but  sometirnes  more  severe. 

Hair  Loss:  Its  severity  can  depend  on  regimen,  but  usually  complete  hair  loss. 

Low  blood  counts:  Can  result  in  transfusions,  infections  and  even  hospitalization 
(necessary  in  1  out  of  every  20  patients  treated). 

Rare  blood  cancer:  Chemotherapy  can  cause  a  rare  form  of  blood  cancer  ( 1  out  of  every 
500-1000  patients  treated). 

Heart  Problems:  Can  cause  weaknesses  of  heart;  heart  problems  in  1  out  of  every  200 
cases. 


C.l.  Based  on  your  risk  of  recurrence  with  surgery  alone,  what  is  the  smallest 
amount  of  risk  reduction  necessary  for  you  to  choose  chemotherapy? 


%. 


On  each  scale  presented  below,  please  circle  a  percentage  that  represents  your  answer. 

C.2.  If  your  chance  of  recurrence  within  ten  years  without  chemotherapy  was  20% 
what  reduction  in  risk  of  recurrence  would  you  look  for  as  a  benefit  in  order  to 
choose  chemotherapy? 
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C.3.  If  your  chance  of  recurrence  within  ten  years  without  chemotherapy  was  50% 
what  reduction  in  risk  of  recurrence  would  you  look  for  as  a  benefit  in  order  to 
choose  chemotherapy? 


0%  10%  20%  30%  40%  50%  60%  70%  80%  90%  100% 

No  chance  Equal  chance  of  it  Definitely 

happening  will  happen 

as  not  happening 

C.4.  If  chemotherapy  added  additional  months  or  years  of  life,  what  would  you 
need  to  add  in  order  to  choose  chemotherapy? 

_ Months  _ Y  ears 

C.5.  The  following  best  reflects  my  treatment  decisions  at  this  time: 

□  lam  completely  undecided 

□  lam  leaning  towards  no  therapy  after  surgery 

□  lam  leaning  towards  chemotherapy  only  after  surgery 

□  lam  leaning  towards  hormonal  therapy  after  surgery 

□  lam  leaning  towards  chemotherapy  and  hormonal  therapy  after  surgery 


Please  STOP  completing  this  survey  at  this  time! 


You  are  to  wait  to  complete  the  next  set  of  questions  until 
AFTER  your  visit  with  your  UCSF/Mount  Zion  Health 

Care  providers. 


After  you  have  had  your  consultation  please  continue  with  the 
survey  questions. 
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D.  Adjuvant  Therapy  Risk  Estimates  and  Treatment  Preferences  (Post-Doctor’s 
Visit) 

This  set  of  questions  asks  for  your  perceptions  regarding  your  treatment  options  and  your 
satisfaction  with  the  information  you  have  received. 

You  will  be  presented  imaginary  situations  about  your  health.  You  will  be  asked  to 
identify  your  beliefs  regarding  the  chance  of  that  situation  occurring  and  in  a  certain  time 
period.  On  each  scale  presented  below,  please  circle  a  percentage  to  represent  the  chance 
you  feel  of  that  situation  happening  to  you. 

D.l.  The  chance  of  my  breast  cancer  returning  or  spreading  within  the  next 
10  years  after  having  surgery  (with  no  other  treatment)  is: 
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D.2.  The  chance  of  my  breast  cancer  returning  or  spreading  within  the  next 
10  years  after  having  surgery  and  chemotherapy  is: 
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D.3.  The  chance  of  my  breast  cancer  returning  or  spreading  within  the  next 
10  years  after  having  surgery  and  hormonal  therapy  is: 


J _ I _ I _ I _ L 


0%  10%  20% 

30%  40%  50%  60%  70% 

80%  90%  100% 

No  chance 

Equal  chance  of  it 

Definitely 

happening 

will  happen 

as  not  happening 

D.4.  The  chance  of  my  breast  cancer  returning  or  spreading  within  the  next 
10  years  after  having  surgery,  chemotherapy  and  hormonal  therapy  is: 


i 


0%  10%  20% 

30%  40%  50%  60%  70% 

80%  90%  100% 

No  chance 

Equal  chance  of  it 

Definitely 

happening 

will  happen 

as  not  happening 

03/05/01 


173 


Study  ID  # 


D.5.  The  chance  that  I  will  die  from  my  breast  cancer  within  the  next  10  years  after 
having  surgery  (with  no  other  treatment)  is: 


No  chance 


Equal  chance  of  it 

happening 

as  not  happening 


Definitely 
will  happen 


D.6.  The  chance  that  I  will  die  from  my  breast  cancer  within  the  next  10  years  after 
having  surgery  and  chemotherapy  is: 


No  chance 


80%  90%  100% 


Equal  chance  of  it 

happening 

as  not  happening 


Definitely 
will  happen 


D.7.  The  chance  that  I  will  die  from  my  breast  cancer  within  the  next  10  years  after 
having  surgery  and  hormonal  therapy  is: 


70%  80%  90%  100% 


No  chance 


Equal  chance  of  it 

happening 

as  not  happening 


Definitely 
will  happen 


D.8.  The  chance  that  I  will  die  from  my  breast  cancer  within  the  next  10  years  after 
having  surgery,  chemotherapy  and  hormonal  therapy  is: 


No  chance  Equal  chance  of  it  Definitely 

happening  will  happen 

as  not  happening 


D.9.  What  is  your  understanding  of  the  level  of  the  side  effects  for  each  of  the 
treatments  listed  below?  Please  check  the  box  corresponding  to  the  level  of  side 
effects  you  would  expect  to  experience. 
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Treatment 

No  side 
effects 

Mild  side 
effects 

Moderate 
side  effects 

Severe  side 
effects 

1 .  Chemotherapy 

2.  Hormonal  therapy 

3.  Chemotherapy  and  hormonal 
therapy  taken  together 

D.IO.  Do  you  feel  knowledgeable  about  the  side  effects  of  chemotherapy  on  your 
risks  of  recurrence  and  dying  from  breast  cancer? 

□  Yes  □  No 

D.ll.  Do  you  feel  knowledgeable  about  the  side  effects  of  hormonal  therapy  on  your 
risks  of  recurrence  and  dying  from  breast  cancer? 

□  Yes  □  No 

D.12.  Do  you  feet  knowledgeable  about  the  side  effects  of  chemotherapy  and 
hormonal  therapy  on  your  risks  of  recurrence  and  dying  from  breast  cancer? 

□  Yes  □  No 

D.13.  Would  participate  in  a  breast  cancer  research  study  (clinical  trial)  where  the 
study  treatment  is  at  least  as  good  as  standard  treatment? 

□  Yes  □  No  □  Don’t  know 

D.14.  Would  you  participate  in  a  breast  cancer  research  study  (clinical  trial)  where 
the  study  treatment  is  at  least  as  good  adjuvant  therapy? 

□  Yes  □  No  □  Don’t  know 

D. 15.  Would  you  participate  in  a  breast  cancer  research  study  (clinical  trial)  where 
the  study  treatment  is  at  least  as  good  “salvage”  therapy? 

□  Yes  □  No  □  Don’t  know 

E.  Scenarios  of  Benefit  with  Chemotherapy 

Chemotherapy  is  sometimes  recommended  for  the  treatment  of  early  stage  breast  cancer. 
We  are  interested  in  understanding  how  you  make  decisions  about  whether  or  not  to 
undergo  chemotherapy. 

In  the  box  below,  we  have  provided  information  about  chemotherapy  to  assist  you  in 
completing  this  next  set  of  questions. 
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Description  of  typical  chemotherapy: 

Typical  chemotherapy  is  given  every  3  or  4  weeks  for  approximately  six  months. 
Chemotherapy  treatment  requires  checking  blood  counts  at  least  every  2  weeks. 
Chemotherapy  is  generally  given  in  a  medical  clinic. 

A  list  of  side  effects  associated  with  chemotherapy: 

Nausea  and  vomiting:  Usually  mild  (2  or  more  episodes  each  cycle).  It  is  usually,  but 
not  always,  well  controlled  by  medicine. 

Fatigue:  Worst  for  2  or  3  days  each  cycle,  but  sometimes  more  severe. 

Hair  Loss:  Its  severity  can  depend  on  regimen,  but  usually  complete  hair  loss. 

Low  blood  counts:  Can  result  in  transfusions,  infections  and  even  hospitalization 
(necessary  in  1  out  of  every  20  patients  treated). 

Rare  blood  caneer:  Chemotherapy  can  cause  a  rare  form  of  blood  cancer  ( 1  out  of  every 
500-1000  patients  treated). 

Heart  Problems:  Can  cause  weaknesses  of  heart;  heart  problems  in  1  out  of  every  200 
cases. 


The  following  questions  ask  you  how  much  you  need  chemotherapy  to  decrease  your  risk 
of  cancer  recurrence  in  a  10  year  period  in  order  for  you  to  take  chemotherapy?  On  each 
scale  presented  below,  please  circle  a  percentage  to  represent  your  answer. 

E.l.  Based  on  your  risk  of  recurrence  with  surgery  alone,  what  is  the  smallest 
amount  of  risk  reduction  necessary  for  you  to  choose  chemotherapy? 

_ %. 


E.2.  If  your  chance  of  recurrence  within  ten  years  without  chemotherapy  was  20% 
what  reduction  in  risk  of  recurrence  would  you  look  for  as  a  benefit  in  order  to 
choose  chemotherapy? 

I _ I _ I _ I _ I _ I _ ^ ^ ^ ^ _ 1 
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E.3.  If  your  chance  of  recurrence  within  ten  years  without  chemotherapy  was  50% 
what  reduction  in  risk  of  recurrence  would  you  look  for  as  a  benefit  in  order  to 


choose  chemotherapy? 
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£.4.  If  chemotherapy  added  to  the  average  amount  of  life  someone  in  your  situation 
wonld  have,  how  much  time  gained  would  you  feel  necessary  in  order  to  choose 
chemotherapy? 

_ Months 

_ Years 

E. 5.  The  following  best  reflects  my  treatment  decisions  at  this  time: 

□  lam  completely  undecided 

□  lam  leaning  towards  no  therapy  after  surgery 

□  lam  leaning  towards  chemotherapy  only  after  surgery 

□  lam  leaning  towards  hormonal  therapy  after  surgery 

I  am  leaning  towards  chemotherapy  and  hormonal  therapy  after  surgery 

F.  Risk  Estimates  and  Treatment  Preferences  (Post-Doctor’s  Visit) 

Please  answer  the  following  questions  about  the  written  booklet  and  the  graphs  outlining 
your  personal  risks  of  recurrence  and  dying  fi-om  your  breast  cancer. 

Written  Booklet 

F.l.  Is  the  information  in  the  booklet  useful? 

□  Yes  □  Somewhat  □  No 

F.2.  How  would  you  rate  the  amount  of  information  in  the  booklet? 

□  Too  much  □  Enough  □  Not  enough 

F.3.  How  much  of  the  information  presented  in  the  booklet  was  new  to  yon? 

□  All  of  it  □  Half  of  it  □  None  of  it 

□  Most  of  it  □  Some  of  it 

F.4.  Was  the  information  in  the  booklet  outlining  the  side  effects  of  chemotherapy 
and  hormonal  therapy  useful? 

□  Yes  □  Somewhat  □  No 

F.5.  How  much  of  the  information  in  the  booklet  outlining  the  side  effects  of 
chemotherapy  and  hormonal  therapy  do  you  understand? 

□  All  of  it  □  Half  of  it  □  None  of  it 

□  Most  of  it  □  Some  of  it 

F.6.  Has  your  perceptions  of  the  side  effects  of  chemotherapy  changed  after  viewing 
the  booklet? 

□  Yes  □  Somewhat  □  No 

F.7.  Has  your  perceptions  of  the  side  effects  of  hormonal  therapy  changed  after 
viewing  the  booklet? 

□  Yes  □  Somewhat  □  No 
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F.8.  Has  your  perceptions  of  the  side  effects  of  chemotherapy  taken  with  hormonal 
therapy  changed  after  viewing  the  booklet? 

□  Yes  □  Somewhat  □  No 

F.9.  Did  the  booklet  impact  upon  your  treatment  decisions? 

□  Yes  (Please  continue  to  next  question) 

□  Somewhat 

□  No 

F.9a-»-If  Yes  -  Please  describe  how  it  affected  your  decisions? 


Graphs 

F.IO.  Was  the  information  on  the  graphs  useful? 

□  Yes  □  Somewhat  □  No 

F.ll.  How  would  you  rate  the  amount  of  information  on  the  graphs 

□  Too  much  □  Enough  □  Not  enough 

F.12.  How  much  of  the  information  presented  on  the  graphs  was  new  to  you? 

□  All  of  it  □  Half  of  it 

□  Most  of  it  □  Some  of  it  □  None  of  it 

F.13.  Was  the  information  on  the  graphs  outlining  the  effects  of  chemotherapy  and 
hormonal  therapy  useful? 

□  Yes  □  Somewhat  □  No 

F.14.  How  much  of  the  information  on  the  graphs  outlining  the  effects  of 
chemotherapy  and  hormonal  therapy  do  you  understand? 

□  All  of  it  □  Half  of  it  □  None  of  it 

□  Most  of  it  □  Some  of  it 

F.15  Has  your  perceptions  of  the  side  effects  of  chemotherapy  changed  after 
viewing  the  graphs? 

□  Yes  □  Somewhat  □  No 

F.16.  Has  your  perceptions  of  the  side  effects  of  hormonal  therapy  changed  after 
viewing  the  graphs? 

□  Yes  □  Somewhat  □  No 

F.17.  Has  your  perceptions  of  the  side  effects  of  chemotherapy  taken  with  hormonal 
therapy  changed  after  viewing  the  graphs? 

□  Yes  □  Somewhat  □  No 

F.18.  Did  the  graphs  affect  your  treatment  decisions? 

□  Yes  □  Somewhat  □  No 
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F.19.  Has  your  perception  of  your  risk  of  recurrence  and  risk  of  dying  from  breast 
cancer  changed  after  viewing  the  booklet  and  the  graphs? 

□  Yes  □  Somewhat  □  No 

F.20.  How  would  you  rate  your  risk  of  recurrence  and  yonr  risk  of  dying  from 
breast  cancer  after  viewing  the  booklet  and  graphs? 

□  Higher  than  I  thought 

□  Same  as  I  thought 

□  Lower  than  I  thought 

F.21.  How  would  you  rate  the  side  effects  of  therapies  after  viewing  the  booklet  and 
graphs? 

□  Worse  than  I  thought 

□  Same  as  I  thought 

□  Less  severe  than  I  thought 

F.22  Did  the  booklet  and  graphs  help  you  think  of  questions  to  ask  your  doctor? 

□  Yes 

□  Somewhat 

□  No 

F.23.  Did  the  material  present  one  treatment  more  favorable  compared  to  the 
others? 

□  Yes  (Please  continue  to  next  question) 

□  Somewhat 

□  No 

F.23. a-^If  Yes  -  Which  therapy? 


F.24.  How  much  of  your  questions  or  concerns  were  answered  by  us? 

□  All  □  None 

□  Most  □  Didn’t  have  any  questions  or 

□  Some  concerns 


Thank  you  for  your  cooperation  with  this  study. 
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University  of  California,  San  Francisco 

Assessment  of  a  Shared  Decision  Making  Program  and  Written  Materials  for  Decisions 
about  Adjuvant  Therapy  for  Early  Stage  Breast  Cancer;  A  Pilot  Feasibility  Study 

1.  STUDY  AIM,  BACKGROUND,  AND  DESIGN 

•  To  use  a  graphic  display  and  written  materials  to  provide  estimates  in  the  risk  of 
recurrence  and  death  and  the  effects  of  adjuvant  hormonal  therapy  and  chemotherapy 
on  these  risks  after  surgery  for  early  stage  breast  cancer. 

•  To  assess  the  feasibility  of  administering  this  program  to  patients  following 
surgery  for  early  stage  breast  cancer. 

•  To  assess  the  effect  of  this  program  on  patient  preferences  regarding  the  use  of 
adjuvant  therapy,  on  the  quality  and  satisfaction  with  patient's  decisions,  and  on  their 
attitudes  and  willingness  to  participate  in  clinical  trials. 

Background 

An  increasing  number  of  women  are  being  diagnosed  with  breast  cancer,  and  a  higher 
proportion  of  these  cases  are  of  early  stage.  ^  The  effect  of  adjuvant  chemotherapy  or 
endocrine  therapy  for  early  stage  breast  cancer  has  been  extensively  studied  in 
randomized  trials  as  well  as  a  meta-analysis,  showing  approximately  20-25%  relative 
reductions  in  the  annual  odds  of  death  due  to  adjuvant  chemotherapy  or  endocrine 
therapy.^'^  Furthermore,  this  benefit  appears  to  be  independent  of  stage  of  disease, 
hence,  the  absolute  benefit  (absolute  reduction  in  the  risk  of  recurrence  or  death)  is 
proportional  to  the  overall  risk  of  recurrence  or  death.  For  example,  if  a  relative 
reduction  in  the  risk  of  recurrence  of  30%  is  afforded  by  chemotherapy,  and  a  patient 
with  a  low  risk  tumor  carries  a  10%  chance  of  recurrence  at  5  years,  then  the  absolute 
benefit  for  this  patient  would  be  .30  x  .10  =  a  3%  reduction  in  the  risk  of  recurrence  at  5 
years.  This  simple  formula  may  not  hold  true  for  higher  risks  due  to  the  fact  that  annual 
reductions  cannot  be  extrapolated  over  many  years,  but  computer-derived  approximations 
can  be  utilized  in  this  case. 

When  women  make  decisions  about  adjuvant  therapy,  it  is  difficult  to  systematically 
provide  risk  estimates  as  well  as  the  projected  benefit  that  may  be  derived  from  adjuvant 
hormonal  therapy  or  chemotherapy.  In  fact,  physicians  are  not  consistent  in  their 
estimation  of  risk  based  on  standard  prognostic  factors^  and  tend  to  overestimate  the 
benefits  of  adjuvant  therapy.^  With  randomized  trials  confirming  small  but  statistically 
significant  risk  reductions  even  for  patients  with  low  risk  node-negative  breast  cancers^'*, 
guidelines  are  now  calling  for  the  use  of  hormonal  therapy  or  chemotherapy  for  such 
patients.^  However,  these  guidelines  do  not  take  into  account  different  preferences  that 
women  may  have  in  choosing  potentially  toxic  treatment  for  relatively  small  gains.  In 
one  study  where  women  were  surveyed  after  receiving  chemotherapy,  there  was  a  large 
variation  in  the  amount  of  risk  reduction  that  would  be  necessary  in  order  to  embark  on 
therapy  when  given  several  hypothetical  situations,  although  on  average,  women  chose 
treatment  for  relatively  small  gains. 
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Significance  -  The  shared  decision  making  program  (Appendix  C)  and  written 
materials  (Appendix  B)  will  describe  the  benefits  of  adjuvant  chemotherapy  and 
hormonal  therapy  based  on  a  summation  of  the  literature  of  adjuvant  clinical  trials 
for  patients  having  undergone  surgery  for  early  stage  breast  cancer.  Side  effects  of 
treatment  will  also  be  presented.  An  individualized  assessment  projection  of 
recurrence  and  death  risk  will  be  provided  and  thus,  the  benefits  (absolute 
-  reductions  in  the  risk  of  recurrence  in  10  years)  can  be  estimated  for  a  given 
individual.  Estimates  of  the  median  time  gained  (additional  years  of  life)  can  also 
be  made.  This  study  will  therefore  examine  the  feasibility  and  effect  of  the 
program  on  patients  perception  of  risk  and  preferences  for  therapy  as  well  as  their 
willingness  to  participate  in  clinical  trials.  Such  a  study  will  provide  insight  into 
the  optimal  way  information  needs  to  be  presented  so  that  patients  can  make 
choices  that  accurately  reflect  their  risks,  expectant  benefits  and  tradeoff  of 
toxicities  from  adjuvant  therapies. 

Study  Design  -  One  part  of  the  study  will  assess  perceptions  of  patient's  risks  and 
preferences  for  adjuvant  therapy  following  surgery  for  early  stage  breast  cancer 
and  the  effect  of  a  Shared  Decision  Making  program  on  patient's  perceptions, 
preferences,  and  willingness  to  participate  in  clinical  trials.  The  other  part  will  be 
two-armed,  in  which  subjects  will  be  randomized  to  receive  information  regarding 
time  gained  as  a  result  of  adjuvant  treatment  for  early  stage  breast  cancer. 

2.  SUBJECT  POPULATION  -  Patients  with  early  stage  breast  cancer  (Stage  I  and 
II)  seen  at  UCSF  and  Mount  Zion  will  be  eligible  to  participate.  Total  Number: 

20  patients  will  be  recruited  in  2-3  months. 

Eligibility  Criteria 

Patients  who  have  undergone  surgery  (mastectomy  or  partial  mastectomy)  for  early 
stage  (I,  II)  breast  cancer.  Staging  information  including  tumor  size  and  lymph 
node  involvement  must  be  available.  No  chemotherapy  or  hormonal  therapy 
should  have  been  started. 

Exclusion  Criteria 

•  Necessity  for  further  surgery  to  complete  staging 

•  Inability  to  provide  informed  consent 

•  Potential  of  undue  psychological  distress  at  viewing  the  program 

3.  PROCEDURES 

Possible  participants  will  be  recruited  from  patients  seen  at  UCSF.  After  a  review  of 
initial  clinical  data,  eligible  patients  will  be  identified.  These  patients  will  be  informed  of 
the  basic  nature  of  the  study,  and  will  be  asked  for  informed  consent.  Basic  demographic, 
disease  stage  information,  and  information  on  clinical  co-morbidity  will  be  kept  on  all 
patients.  For  those  refusing  to  participate,  the  process  that  is  used  for  standard  decision 
making  at  each  site  will  be  followed. 
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Participating  patients  will  be  asked  to  fill  out  questionnaires  about  their  medical  health, 
personal  history,  understanding  of  their  condition,  the  risks  of  recurrenee  and  death,  and 
their  willingness  to  partieipate  in  clinical  trials  (see  Appendix  A  at  the  end  of  this 
summary). 

Patients  will  next  be  given  written  materials  explaining  adjuvant  therapy  (Appendix  B) 

-  and  shown  graphs  detailing  risks  of  reciurence  and  death  due  to  breast  cancer,  as  well  as 
the  lowering  of  these  risks  that  could  be  expected  from  hormonal  therapy  or 
chemotherapy  using  the  Adjuvant!™  program"  (see  Appendix  C  at  the  end  of  this 
sununary).  All  cases  will  be  reviewed  by  the  PI  (Dr.  Tripathy)  and  collaboratively  by  the 
Breast  Care  Center  medical  oncology  team  to  ensure  the  risk  estimates  fall  within  a  range 
that  would  be  equivalent  to  that  which  would  be  discussed  as  part  of  standard 
consultative  care.  Benefits  will  be  defined  by  the  Adjuvant!™  Program  (see  Appendix  D 
at  the  end  of  this  summary).  They  will  also  read  information  about  side  effects  of 
chemotherapy  and  hormonal  therapy  (see  Appendix  B  at  the  eqd  of  this  summary).  They 
will  then  be  randomly  assigned  to  see  or  not  see  an  additional  estimate  of  time  gained 
fi'om  the  use  of  adjuvant  therapy  (half  of  the  people  on  this  study  will  see  this 
information).  Randomization  will  be  done  using  a  computerized  random  generator  in 
bloeks  of  10.  Finally,  they  will  be  asked  to  complete  a  written  survey  to  assess  their 
understanding  of  the  materials  they  have  reviewed  (see  Appendix  A  at  the  end  of  this 
summary). 

Patients  will  have  the  chance  to  have  any  part  of  the  program  explained  to  them  in  greater 
detail.  They  will  be  fi-ee  to  make  any  decisions  about  their  therapy  and  can  use  the 
information  provided  to  them  as  they  please. 

Statistical  considerations.  Feasibility  will  be  described  as  the  percentage  of  patients  who 
were  asked  to  participate  that  declined  as  well  as  those  that  consented  to  participate  and 
did  not  complete  the  program.  Reasons  for  declining  or  not  completing  the  program  will 
be  tabulated  and  exploratory  correlations  with  baseline  demographic  factors  will  be 
done.  Patient  questiormaire  answers  will  be  expressed  as  the  mean  and  standard  deviation 
on  a  1-5  scale,  or  %  yes/no,  or  as  an  average  on  a  continuous  0-100%  scale  depending  on 
the  question  (refer  to  questiormaires).  Comparisons  of  scores  between  patients 
randomized  to  see  the  time  gained  estimates  and  those  who  did  not  view  those  estimates 
will  be  done  using  (Chi  square  or  t-test).  The  principal  comparison  will  be  of  the  scores 
describing  the  benefits  necessary  for  the  patient  to  choose  adjuvant  therapy  (see  questions 
Dl-3  and  FI -3  on  Appendix  A).  Since  there  are  no  estimates  known  of  the  differences  in 
these  groups,  a  formal  sample  size  calculation  cannot  be  made,  but  may  be  estimated 
following  this  pilot  study. 


4.  RISKS  AND  DISCOMFORTS 

•  Filling  out  questionnaires  and  receiving  information  about  recurrence  and  death  risks 
may  cause  some  anxiety. 
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•  No  extra  costs  will  be  incurred  by  patients  for  participating  in  this  trial. 

•  Participation  in  research  may  involve  a  loss  of  privacy.  The  patient’s  records  will  be 
kept  as  confidential  as  possible.  No  individual  identities  will  be  used  in  any  reports 
or  publications  resulting  from  this  study. 

5.  BENEFITS 

-Patient  may  receive  no  benefit  from  being  in  this  study.  The  information  from  the 
program  may  make  it  easier  for  the  patient  to  make  a  decision  about  the  treatment.  It  may 
help  women  to  understand  adjuvant  therapy  benefits  and  risk  and  to  make  better 
decisions. 

6.  CONSENT  PROCESS  AND  DOCUMENTATION 

All  patients  who  choose  to  participate  in  this  study  will  sign  a  Committee  on  Human 
Research  approved  consent  prior  to  beginning  study  treatment.;  The  patient  will  be 
given  a  signed  copy  of  the  consent  and  the  original  copy  will  be  a  part  of  the 
permanent  medical  record. 

7.  QUALIFICATIONS  OF  INVESTIGATORS 

Principal  Investigator  is  Debasish  Tripathy,  M.D.,  Associate  Clinical  Professor  of 
Medicine,  Division  of  Hematology/Oncology.  Co-investigators  include:  Laura 
Esserman,  M.D.,  Associate  Professor  of  Surgery,  Hope  Rugo,  M.D.,  Associate 
Clinical  Professor,  Division  of  Hematology/Oncology  and  John  Park,  M.D., 

Assistant  Adjunct  Professor  of  Medicine. 
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Consent  to  be  a  Research  Subject 

Assessment  of  a  Shared  Decision-Making  Program  and  Written  Material 
about  Adjuvant  Therapy  for  Early  Stage  Breast  Cancer 


PURPOSE  AND  BACKGROUND: 


Dr.  Debasish  Tripathy  and  associates  are  conducting  a  research  study  to  determine  how  patients 
understand  the  risks  of  breast  cancer  recurrence  (return  or  spread  of  cancer)  and  the  risk  of  dying 
from  breast  cancer  after  undergoing  surgery  for  breast  cancer  at  early  stage  (cancer  in  the  breast 
or  breast  and  lymph  nodes  under  the  arm  only).  Treatment  after  surgery  for  early  stage  breast 
cancer  (adjuvant  therapy)  may  include  hormonal  therapy  or  chemotherapy.  Adjuvant  therapy  is 
treatment  given  after  surgery  to  lower  the  risk  of  recurrence  or  death.  Different  people  with  early 
stage  breast  cancer  have  different  risks  of  recurrence  and  death.  They  also  get  different  amounts 
of  risk  reduction  with  adjuvant  therapy.  This  study  is  designed  to  look  at  the  effects  of  a  shared 
decision-making  program,  using  written  material  and  graphs,  that  explain  patients’  risks  and  the 
benefits  of  adjuvant  therapy  as  well  as  the  side  effects  of  therapy.  This  program  is  based  on 
information  from  previous  clinical  trials  and  patient  registries  and  therefore  the  risks  and  benefits 
of  treatment  may  not  be  precise.  The  information  is  individualized  for  each  patient  based  on  the 
patient’s  age  and  tumor  characteristics.  This  study  will  also  examine  patients’  perceptions  and 
treatment  choices  when  the  information  is  presented  as  time  gained  (in  years  and  months)  from 
adjuvant  treatment.  I  am  being  asked  to  participate  in  the  study  because  I  have  breast  cancer  and  I 
am  at  a  point  where  I  will  be  making  decisions  about  adjuvant  treatment  following  surgery. 

PROCEDURES: 


If  I  decide  to  participate  in  the  study,  I  understand  that  the  following  will  happen: 


1 .  I  will  be  asked  to  fill  out  one  questiormaire  that  will  include  information  about  my 
medical  health,  personal  history,  understanding  of  my  condition,  my  perceptions  on  risks 
of  recurrence  and  treatment  preferences,  and  my  willingness  to  participate  in  clinical 
trials.  This  will  take  about  45  minutes. 

2.  I  will  read  material  and  see  a  graph  explaining  my  estimated  risks  of  recurrence  and 
death  from  breast  cancer,  as  well  as  the  lowering  of  these  risks  that  could  be  expected 
from  hormonal  therapy  or  chemotherapy.  I  will  also  read  information  about  side  effects 
of  chemotherapy  and  hormonal  therapy.  I  will  either  see  or  not  see  an  additional  estimate 
of  time  gained  from  the  use  of  adjuvant  therapy.  Since  this  is  a  double-blind  randomized 
trial,  it  means  that  I  will  be  randomly  assigned  to  either  receive  or  not  receive  the 
information  on  “time  gained”  from  the  use  of  adjuvant  therapy  (Half  the  people  on  this 
study  will  see  this  information.)  Neither  I  nor  my  doctor  will  be  able  to  select  or  even 
know  which  treatment  I  receive.  This  is  so  that  bias  in  the  study  is  minimized. 

3.  I  will  be  asked  to  complete  one  written  survey  to  assess  my  understanding  of  the  material 
I  have  reviewed  which  will  take  approximately  15  minute. 
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RISKS  AND  DISCOMFORT: 


I  may  feel  anxious  or  nervous  about  some  of  the  materials  presented  even  if  I  am  not  part  of  the 
study  randomized  to  receive  “time  gained”  information.  Additionally,  the  estimates  of  prognosis 
and  effectiveness  of  therapy  are  based  on  large  population  studies  and  might  not  acurately  reflect 
my  specific  situation. 

BENEFITS: 

I  may  receive  no  benefit  from  being  in  this  study.  The  information  from  the  graphs  and  written 
might  may  make  it  easy  for  me  to  make  a  decision  about  my  treatment,  and  may  benefit  future 
patients. 

FINANCIAL  RISKS: 

I  Avill  not  be  charged  or  incur  any  cost  for  partcipating  in  this  study. 

ALTERNATIVE: 

I  may  decide  not  to  participate  in  this  study  and  still  have  all  the  benefits  and  risks  of  adjuvant 
therapy  explained  to  me.  My  treatment  options  and  treatment  will  not  be  affected. 

REIMBURSEMENT: 

I  will  not  be  reimbursed  for  participating  in  this  study. 

QUESTIONS: 

I  will  have  a  chance  to  have  any  part  of  the  program  explained  to  me  in  greater  detail.  I  will  be 
free  to  make  any  decisions  about  my  therapy  and  I  can  use  the  information  provided  to  me  as  I 
please. 

The  investigator  who  signed  below  has  discussed  this  study  with  me  and  I  have  been  given  the 
opportunity  to  ask  questions.  Iff  have  further  questions  regarding  this  study,  I  should  contact 
Fern  Hassin  at  (415)885-3738.  If  for  some  reason  I  do  not  want  to  call  Ms.  Hassin,  I  may  contact 
the  Committee  on  Human  Research,  which  is  concerned  with  the  protection  of  volunteers  in  - 
research  projects.  I  may  reach  the  Committee  office  between  8:00  a.m.  and  5:00  p.m.  by  calling 
(415)476-1814  or  by  writing  Committee  on  Human  Research,  P.O.  Box  0962,  University  of 
California,  San  Francisco,  CA  94143. 
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CONSENT: 


Participation  in  research  is  voluntary.  I  have  the  right  to  withdraw  from  the  study  at  any  time, 
and  withdrawing  will  not  jeopardize  my  future  medical  care.  My  participation  may  be  ended  at 
any  time  with  or  without  my  consent.  If  I  wish  to  participate,  I  should  sign  below.  I  have  read  and 
been  given  a  signed  copy  of  the  consent  form. 


Print  Name 


Signature  of  Subj  ect  Date 


Signature  of  Person  obtaining  Consent  Date 


\ 
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UCSF  Carol  Franc  Buck  Breast  Care  Center: 

A  Personalized  Approach  to  Adjuvant  Therapy  Decision 
Making 

This  information  is  designed  to  help  you  imderstand  your  individual  chance  of  a  breast 
cancer  recurrence  and  of  survival.  We  believe  that  this  information  will  help  you  make 
your  adjuvant  therapy  decisions.  Adjuvant  therapy  is  post-surgery  treatment  designed  to 
kill  any  remaining  breast  cancer  cells.  We  recognize  that  each  woman  is  different,  and 
believe  this  tailored  approach  will  give  you  the  information  you  need  to  make  the  best 
choice(s)  for  you. 

What  are  we  doing? 

With  the  help  of  the  latest  information  technology,  we  are  able  to  use  continuously 
updated  clinical  information,  based  on  many  large  databases  of  women  with  breast  cancer, 
to  give  you  your  most  accurate  risk  assessment.  The  program  is  designed  to  estimate  your 
chance  of  recurrence,  and  your  estimated  life  expectancy  based  on  your  possible  treatment 
choices.  During  your  consultation,  your  physician  will  enter  specific  information  about 
your  clinical  situation  into  a  computer.  Based  on  the  information  entered  the  program  will 
calculate  your  chance  of  recurrence  and  survival  fi*om  1-10  years  after  surgery.  Your 
physician  will  explain  this  information  and  its  meaning  in  greater  detail  during  your 
consultation.  We  believe  that  this  information  can  help  to  guide  you  to  make  the  best 
individual  decision. 

What  are  we  asking  you  to  do? 

By  now,  you  have  already  filled  out  one  questionnaire.  You  will  be  asked  to  fill  out 
another  questionnaire  at  the  end  of  your  physician  consultation,  and  another  one  again  in 
six  months.  We  will  gain  valuable  knowledge  about  how  this  information  affected  your 
decision  making  about  adjuvant  therapy.  More  specifically,  we  are  looking  at  the  effect  of 
the  information  on  yoiur  choice  of  therapy,  your  opinions  of  the  information  and  manner  of 
presentation,  and  changes  in  your  knowledge  and  understanding  after  receiving  the 
information.  We  appreciate  you  taking  time  to  fill  out  these  questionnaires.  Your 
experience  may  be  helpful  to  women  in  the  future. 

Understanding  Risks 

In  order  to  understand  the  chance  of  recurrence,  there  are  a  few  points  we  would  like  to 
clarify.  A  recurrence  of  cancer  is  when  cancer  returns  to  the  same  or  different  area  of  your 
body.  When  cancer  spreads  firom  one  part  of  the  body  to  another  it  is  called  a  metastasis. 
The  stage  (I  to  IV)  of  yoin  breast  cancer,  determined  by  tumor  size,  presence  or  absence 
of  cancerous  lymph  nodes  and  cancer  metastasis  or  spread,  can  group  you  with  women  of 
the  same  stage  of  breast  cancer  to  predict  potential  fiiture  outcome.  With  use  of  the 
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computer  and  additional  information  about  your  cancer  we  can  improve  our  ability  to 
predict  the  effect  of  each  potential  treatment  on  your  chance  of  recurrence  and  survival. 

What  does  it  mean  to  talk  about  your  chance  of  recurrence  and  survival?  Every  person  has 
a  set  of  factors  that  are  related  to  the  disease  process,  for  example,  tumor  size.  Using  data 
from  a  large  number  of  woman  with  breast  cancer  we  have  been  able  to  determine  what 
each  factor  means  in  terms  of  a  woman’s  chance  of  recurrence  and  survival.  When  we 
combine  all  of  these  factors  we  get  the  best  estimate  of  a  woman’s  chance  of  recurrence 
and  survival.  A  woman’s  chance  of  recurrence  and  survival  can  be  anywhere  from  0%  to 
100%  and  those  percentages  change  as  we  look  into  the  future.  We  can  look  at  data  up  to 
10  years  into  the  future. 

This  program  will  help  give  estimates  for  four  considerations  important  in  decision 
making.  The  most  important  medical  factors  used  to  predict  the  chance  of  recurrence 
include  tumor  size,  lymph  node  involvement,  growth  rate,  and  whether  or  not  your  tumor 
grows  in  response  to  the  hormones  estrogen  and/or  progesterone.  Your  physician  will 
enter  all  of  this  information  into  the  computer  program.  The  computer  will  then  calculate 
values  for  your  specific  chance  of  recurrence,  and  your  estimated  life  expectancy  based  on 
whether  or  not  you  choose  an  adjuvant  therapy. 

•  You  chance  of  recurrence  and  survival  with  local  therapy  only  (surgery  with  or 
without  radiation  therapy). 

•  A  comparison  of  the  benefit  of  hormone  therapy,  ehemotherapy,  and  both  hormone 
and  chemotherapy. 

Adjuvant  Therapy 

The  goal  of  adjuvant  therapy  is  to  reduce  the  risk  of  a  recurrence.  The  two  types  of 
systemic  adjuvant  therapy  used  in  breast  cancer  treatment  are  chemotherapy  and  hormonal 
therapy. 

Chemotherapy  is  a  treatment  aimed  at  killing  or  disabling  cancer  cells.  It  is  a  systemic 
treatment,  meaning  that  it  affects  all  cells  within  the  body.  Many  clinical  trials  have  shown 
that  chemotherapy  reduces  the  risks  of  a  recurrence  of  breast  cancer  and  thereby  lowers 
the  risk  of  dying  of  breast  cancer.  Different  combinations  of  drugs  are  given  depending  on 
the  nature  of  your  cancer.  There  are  many  chemotherapy  agents  that  have  shown  activity 
in  breast  cancer.  In  the  setting  of  a  new  diagnosis  chemotherapy  may  be  given  before 
surgery  (neoadjuvant)  or  after  surgery  (adjuvant).  Two  common  drug  combinations  are 
Adriamycin-Cytoxan  (AC)  given  by  intravenous  injection  over  3  months,  once  every  three 
weeks  for  four  cycles,  and  Cytoxan-Methotrexate-Fluouracil  (5-FU),  also  referred  to  as 
CMF,  which  is  given  over  6  months.  Methotrexate  and  5-FU  are  given  by  intravenous 
injection  in  days  1  and  8  of  each  month;  Cytoxan  may  be  given  by  intravenous  injection  on 
days  1  and  8  or  orally  on  days  1-14. 
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Each  of  these  drugs  has  particular  side  effects,  but  the  most  common  side  effects  overall 
are  fatigue,  nausea/vomiting,  hair  loss,  and  potential  for  increased  infection  risk.  Drug 
information  sheets  on  the  chemotherapy  drugs  are  available  for  you  to  read.  There  are 
individuals  who  tolerate  chemotherapy  well  and  others  who  have  a  more  difBcult  time. 
Please  speak  with  your  doctor  or  nurse  regarding  side  effects,  as  there  are  ways  to  help 
manage  them 

The  presence  of  estrogen  can  promote  tumor  growth  in  some  breast  cancer  patients. 
Hormonal  therapy  is  a  treatment  that  blocks  estrogen  from  hormone  receptors,  thus 
inhibiting  tumor  growth.  It  is  usually  given  in  the  form  of  Tamoxifen  (Nolvadex)  for  five 
years.  Studies  have  not  shown  an  increased  benefit  of  using  this  type  of  hormonal  therapy 
for  more  than  five  years.  There  are  many  risks  and  benefits  associated  with  the  use  of 
Tamoxifen.  In  addition  to  being  shown  to  reduce  breast  cancer  recurrence  rates. 
Tamoxifen  use  has  been  shown  to  help  prevent  osteoporosis  and  lowers  lipid  production 
in  post-menopausal  women.  However,  it  also  has  significant  side  effects  that  must  be 
considered  as  well,  including  a  small  increased  risk  of  endometrial  (uterine)  cancer, 
development  of  blood  clots,  increased  risk  for  cataracts,  experience  of  menopausal 
symptoms  (including  hot  flashes  and  vaginal  dryness),  despite  the  fact  that  many  women 
continue  to  menstruate. 

It  is  important  to  consider  both  the  risks  and  the  benefits  of  taking  any  medication  before 
beginning  treatment.  Your  physician  and  nurse  will  give  you  educational  materials  and 
describe  the  details  of  both  chemotherapy  and  hormonal  therapy  in  greater  detail. 

Questions 

We  have  included  a  list  of  questions  that  can  help  you  analyze  how  you  make  decisions. 
These  were  designed  to  help  you  identify  your  own  needs,  and  to  communicate  these 
needs  to  your  physician.  We  also  encourage  you  to  consider  the  values  we  have  listed 
below,  as  they  can  significantly  impact  decision  making  as  well. 

Questions  to  ask  yourself  about  how  you  make  decisions: 

•  How  do  I  learn?  (discussion,  reading,  Internet,  etc.) 

•  Who  do  I  want  to  be  included  in  my  decision  making  process? 

•  What  information  do  I  need  to  make  a  decision? 

•  How  willing/vmwilling  am  I  to  take  risks? 

•  In  the  past,  what  has  helped  me  to  make  a  decision? 

•  What  are  my  prior  thoughts  and/or  experiences  regarding  chemotherapy  and/or 
hormonal  therapy? 

•  What  do  I  believe  works  for  my  own  healing?  (research  proven  therapy,  experimental 
treatments,  “eastern”  or  “western”  philosophies,  complementary,  alternative,  etc.) 
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Individual  Values  Affectine  Treatment  Decisions-. 


•  Different  cultural  meaning(s)  of  illness,  cancer,  and  healing 

•  Spiritual  or  religious  beliefs 

•  The  opinions  and  needs  of  children,  family  members,  friends 

•  Desire  to  become  pregnant  in  the  future 

•  Lifestyle  (travel,  athletic/recreational  activities) 

•  Profession 

•  Beliefs  about  chemotherapy  and  radiation  treatments 

•  Impact  of  other  illnesses  on  your  general  weU-being 
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mportant  Information 
Chemotherapy  Infusion 


for 

Patients 


Appointments 

Once  you  have  met  with  your  oncologist  and  a 
decision  has  been  made  as  to  what  therapy  you  will 
take,  you  will  meet  with  a  nurse  practitioner.  Your 
nurse  practitioner  will  review  your  chemotherapy 
schedule,  potential  side  effects,  and  answer  any  ques¬ 
tions  you  may  have.  During  your  chemotherapy 
treatment,  you  will  be  seen  by  the  nurse  practitioner 
who  will  stay  in  close  contact  with  your  oncologist. 
Your  oncologist  will  stop  in  on  your  appointment 
approximately  every  other  cycle  to  follow-up  with 
you  directly. 

On  the  first  day  of  each  cycle  of  chemotherapy 
you  will  stop  in  the  lab  to  get  blood  drawn  1/2  hour 
prior  to  your  appointment  with  your  nurse  practi¬ 
tioner.  The  nurse  practitioner  will  go  over  side 
effects  and  do  a  physical  exam  looking  for  signs  of 
infection  or  toxicity.  If  your  blood  counts  are  normal, 
you  will  be  sent  to  the  Infusion  Center  for  treatment. 

Each  office  visit  at  both  the  Breast  Care  Center 
and  the  Infusion  Center  must  be  scheduled.  You  can 
call  the  Breast  Care  Center  (oncology /chemotherapy 
number)  and  the  Infusion  Center  number  to  schedule 
your  respective  appointments.  All  appointments 
must  be  scheduled  in  advance  as  drop  in  appoint¬ 
ments  are  not  allowed. 


The  Infusion  Center  schedules  the  last  appoint¬ 
ment  at  3:00  pm.  Therefore,  you  should  always  plan 
to  have  your  appointment  at  the  Breast  Care  Center 
no  later  than  1:00  pm.  This  way  you  will  have 
enough  time  to  be  seen  in  the  Breast  Care  Center  and 
still  have  your  infusion. 

During  Treatment 

During  treatment  if  you  are  not  feeling  well, 
please  call  the  Breast  Care  Center  as  soon  as  possible. 
If  we  direct  you  to  come  in,  it  is  important  that  you 
come  as  soon  as  possible  so  that  we  can  evaluate  and 
do  necessary  tests  within  normal  working  hours.  If  it 
is  after  4:00pm,  you  may  be  directed  to  the  emer¬ 
gency  room  at  the  UCSF  Parnassus  campus. 

Thank  You 

We  appreciate  this  opportunity  to  work  with  you 
and  will  do  all  that  we  can  to  make  this  as  comfort¬ 
able  as  possible. 
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nti-Nausea  Medication 


When  you  are  receiving  chemotherapy  you  may  experience  problems  with  nausea  or  vomiting.  Our  goal 
is  to  prevent  nausea  all  together  or  at  least  control  it  as  best  we  can.  It  is  much  easier  for  you  to  complete  your 
chemotherapy  regime  if  we  can  minimize  your  side  effects.  Sometimes  this  means  you  have  to  take  other  med¬ 
ications  that  can  also  cause  side  effects.  There  are  several  medications  that  you  can  use.  How  and  when  you 
use  them  depends  on  your  individual  situation.  In  other  words,  what  works  for  others  may  not  work  for  you. 
Either  way,  there  are  different  ways  to  deal  with  your  nausea,  and  we  will  help  you  find  what  works  best  for 
you.  Our  recommendations  are  also  different  depending  on  which  chemotherapy  agents  you  are  receiving. 

Some  chemotherapy  agents  are  known  to  cause  more  nausea  than  others. 

The  anti-nausea  medications  include  prochlorperazine  (Compazine®),  lorazapam  (Ativan®),  dexamethasone 
(Decadron®),  ondansatron  (Zofran®),  granisetron  (Kytril®),  and  dolasetron  (Anzemet®).  All  of  these  medica¬ 
tions  work  well  for  nausea,  but  you  will  find  certain  ones  work  best  for  you.  All  the  nausea  medications  come 
in  varying  dose  forms  and  have  different  side  effects,  which  will  be  covered  below.  If  you  take  one  type  of  anti¬ 
nausea  medication  and  still  feel  nauseated,  you  can  use  a  different  one.  It  usually  takes  45  minutes  for  a  medica¬ 
tion  to  start  working.  For  example,  if  you  took  a  Compazine®  at  8  A.M.  and  you  were  still  nauseated  at  9  A.M., 
you  may  take  Ativan®,  Zofran®,  Kytril®  or  Anzemet®. 


Dosages  and  Side  Effects: 

1.  Prochlorperazine  (Compazine®)  is  usually 
ordered  in  10-mg  tablets  or  25-mg  rectal  sup¬ 
positories.  If  you  take  a  prochlorperazine  pill 
you  must  wait  6  hours  before  taking  any  more 
prochlorperazine.  If  you  use  a  rectal  supposi¬ 
tory  you  must  wait  12  hours  before  taking  any 
more  prochlorperazine.  If  you  are  feeling  nau¬ 
seated,  it  is  sometimes  hard  to  swallow  a  pill 
and  you  may  do  better  with  a  suppository. 
Prochlorperazine  usually  causes  sleepiness 
and  you  should  not  drive  while  taking  it.  In 
some  people  it  can  cause  other  symptoms, 
such  as  jitteriness,  tight  jaw  or  other  muscle 
tightness.  If  you  experience  these  symptoms 
you  should  take  Benadryl  25-mg  which  is  an 
antihistamine  that  you  can  buy  over  the 
counter.  If  you  have  those  symptoms  once, 
you  will  have  them  every  time  you  take 
prochlorperazine.  Benadryl  will  also  make 
you  sleepy,  so  you  should  not  drive  while 
using  it. 


2.  Lorazapam  (Ativan®)  can  be  swallowed  or 
placed  under  the  tongue.  You  can  take  this 
medication  every  4-6  hours.  This  medication 
can  also  make  you  very  drowsy,  so  do  not 
drive  while  taking  it.  You  can  try  breaking  the 
tablet  in  half  and  see  if  you  get  the  same  con¬ 
trol  of  your  nausea  with  less  drowsiness. 
Ativan®  is  also  used  for  anxiety  and  can 
become  addictive. 

3.  Dexamethasone  (Decadron®)  is  a  cortisone¬ 
like  medicine  that  is  given  intravenously  (IV) 
or  orally  prior  to  patients  getting 
Adriamycin®/Cytoxan®  therapy.  We  some¬ 
times  also  use  it  in  pill  form  for  2-3  days  after 
receiving  Adriamycin®/Cytoxan®  to  help 
treat  anticipatory  nausea  or  vomiting. 
Dexamethasone  should  be  taken  with  food  as 
it  can  irritate  your  stomach.  You  also  may  find 
you  are  very  excitable,  have  a  lot  of  energy  or 
have  trouble  sleeping  the  days  you  use  it.  You 
may  also  experience  facial  flushing  which  may 
last  several  days. 
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4.  Some  of  the  newer  anti-nausea  medications 
include  Ondansatron  (Zofran®),  Granisetron 
(KytrU®),  or  Dolasetron  (Anzemet®).  They 
work  differently  than  the  other  medications  for 
nausea  and  may  be  used  in  your  care  as  well. 
They  do  not  cause  drowsiness,  but  can  cause 
headaches  and  constipation.  If  you  get  a 
headache  from  them,  you  need  to  stop  taking 
them  and  let  us  know.  Sometimes  if  we  switch 
you  to  another  drug,  you  will  not  get  a 
headache  from  it.  These  medications  are  new, 
quite  expensive  and  are  not  always  covered  by 
your  insurance.  Each  ondansatron  costs  $20- 
$25,  dolasetron  $35-$40  per  pill,  and 
granisetron  $40  per  pill.  We  order  these  med¬ 
ications  in  small  numbers  because  of  cost.  If 
your  insurance  does  not  cover  them,  you  may 
not  want  to  fill  the  prescription.  If  your  insur¬ 
ance  provides  limited  coverage,  you  may  find 
it  effective  to  use  them  in  the  morning  when 
you  want  to  be  alert  and  then  use  Compazine® 
or  Ativan®  in  the  afternoon  or  evening. 

Alternatiave  Anit-Nausea  Approaches: 

•  Acupressure  wristbands  (Reliefband®)  are 
available  at  most  pharmacies  -  you  may  find 
these  helpful.  These  last  6  days  and  cost  about 
$50.00. 

•  Peppermint  tea  helps  some  patients. 

•  Ginger  tea  made  with  fresh  ginger  has  a  natur¬ 
al  anti-nausea  property;  Cut  2  quarter  sized 
pieces  -  steep  this  in  steaming  water  for  25 
minutes. 

•  Saltines  in  the  morning,  prior  to  eating,  have 
been  helpful  for  some  patients. 


Nausea  Related  to  Cytoxan®, 
Methotrexate®,  and  5-FU  (CMF) 

If  you  are  on  CMF  chemotherapy  you  may  need 
to  take  anti-nausea  medication  during  the  14  days 
you  take  Cytoxan®.  Sometimes  changing  the  time  of 
day  you  take  your  Cytoxan®  helps  decrease  your 
nausea.  Either  way,  you  will  be  given  prescriptions 
for  anti-nausea  medications.  You  may  find  that  tak¬ 
ing  them  on  a  schedule  helps.  If  you  are  nauseated 
take  one,  and  then  wait  45  minutes  to  1  hour  before 
eating  to  see  if  that  relieves  the  nausea.  Some  people 
have  no  nausea,  and  so  may  not  need  to  take  anti¬ 
nausea  medications  at  all. 

Nausea  Related  to 
Adriamycin®/Cytoxan®  (AC) 

If  your  therapy  is  Adriamycin®/Cytoxan®  you 
will  be  given  a  prescription  for  Zofran®  or  Kytril®. 
You  need  to  fill  that  prescription  and  bring  the  med¬ 
ication  with  you  the  day  you  start  therapy.  You  will 
take  the  pill  1  hour  prior  to  your  chemotherapy. 

When  you  get  to  the  Infusion  Center  they  will  then 
give  you  intravenous  Decadron®.  Once  you  leave  the 
Infusion  Center,  we  recommend  that  you  take  either 
Compazine®  or  Ativan®  6  hours  after  the  chemother¬ 
apy  even  if  you  are  not  nauseated.  If  you  awaken  in 
the  middle  of  the  night  and  it  has  been  more  than  6 
hours  since  you  took  either  Compazine®  or  Ativan®, 
take  the  anti-nausea  medication  at  that  point  as  well. 
The  next  morning  we  also  recommend  you  take  one 
of  your  anti-nausea  medications  and  wait  30-45  min¬ 
utes  before  eating.  You  may  need  to  take  scheduled 
anti-nausea  medications  for  24-48  hours  or  longer 
after  your  chemotherapy.  Some  patients  have  mini¬ 
mal  nausea,  while  others  have  nausea  aroimd  4-6 
days  after  chemotherapy.  If  your  nausea  occurs  later, 
we  will  continue  to  work  with  you  to  control  it. 


Day  number 

When  to  take  anti-nausea  medications 

Medication 

Day  1 

1  hour  prior  to  chemotherapy 

Zofran®  or  Kytril® 

Dayl 

6  hours  after  chemotherapy 

Compazine®  or  Ativan® 

(even  if  not  nauseated) 

Day  2 

30-45  minutes  before  breakfast 

Zofran®  or  Kytril® 

Day  2  and  on 

take  on  schedule  only  if  needed 

Other  Chemotherapy  Agents 

The  other  chemotherapy  agents  include  Herceptin®,  Taxol®,  Taxotere®,  Doxil®,  Navelbine®  and 
Capecitabine  (Xeloda®).  These  agents,  for  the  most  part,  cause  significant  nausea  less  frequently  than  CMF  or 
AC.  We  will  usually  give  you  a  prescription  for  Compazine®  or  Ativan®  in  case  you  get  nauseated.  Please  call 
us  if  you  experience  nausea. 
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Adriamycin®  (Doxorubicin)  “AC” 

Cyclophosphamide  (Cytoxan®) 

How  do  these  drugs  work? 

These  are  "chemotherapy"  drugs  that  preverrt  division  of  DNA  and  growth  of  cancer  cells  and  may  also  injure 
normal  cells  that  grow  fast  such  as  blood  cells,  hair  follicles,  cells  that  line  the  mouth,  stomach,  and  intestines. 


Common  side  effects 

•  Lower  numbers  of  white  blood  cells  (which 
fight  against  infection),  red  blood  cells  (which 
carry  oxygen)  platelets  (which  help  blood  clot). 
A  low  number  of  these  cells  may  lead  to  infec¬ 
tion,  anemia,  and  bleeding 

•  Nausea,  vomiting 

•  Hair  loss 

•  Metallic  taste  (when  Cytoxan®  is  given) 

•  Mouth  sores  and  throat  irritation 

•  Fatigue 

•  Premature  menopause  (stopping  of  menstrual 
periods,  which  is  often  permanent) 

Less  common  side  effects  with  your  type  of 
chemotherapy 

ADRIAMYCIN® 

•  Sensitivity  to  simlight 

•  Skin  and  tissue  damage  may  occur  to  the  area 
in  which  Adriamycin®  is  given,  if  the  drug 
leaks  out  of  the  vein  into  the  tissue 

•  Dry  skin  and  blistering  to  areas  previously 
treated  by  radiation 

•  Heart  muscle  weakness  (also  called  cardiomy¬ 
opathy) 

•  Watery,  sore  eyes 

•  Skin  rash  and  itching 
CYCLOPHOSPHAMIDE 

•  Bladder  bleedingand  irritation 

•  Nasal  stuffiness,  sneezing,  watery  eyes  (when 
Cytoxan®  is  given) 

•  Dizziness,  confusion,  agitation 

•  Yellowing  of  skin  and/ or  eyes 

•  As  with  any  drug,  other  side  effects  that  were 
not  mentioned  may  occur 


General  concerns 

•  Report  vomiting  or  nausea  that  is  not  relieved 
with  anti-nausea  medication. 

•  Immediately  report  any  fevers  of  101°  or  higher, 
with  or  without  chills 

•  Report  nose  bleeds,  gum  bleeding,  or  any 
imusual  bruising 

•  Avoid  direct  sunlight.  Wear  sunscreen  and  sim- 
glasses  for  protection 

•  Ask  your  nurse  about  special  mouth  rinses  to 
prevent  mouth  sores 

•  Ask  your  doctor  about  a  birth  control  method 
for  you 

•  Report  any  symptoms  which  are  unusual  for 
you 

Other  concerns  with  your  type  of  chemotherapy 

ADRIAMYCIN® 

•  Your  urine  may  turn  pink  or  red  up  to  2-3  days 
after  the  drug  is  given  to  you.  This  is  not  blood 
and  is  not  harmful. 

•  Report  to  the  nurse  immediately  any  redness, 
swelling,  or  discomfort  along  the  injection  site. 

•  Report  chest  discomfort  or  pain. 

CYCLOPHOSPHAMIDE 

•  Drink  8-10  glasses  of  fluid  each  day  for  two 
days  after  your  treatment.  Urinate  often  (about 
every  2  hours  while  awake).  Drinking  fluids 
and  urinating  often  will  help  prevent  any  blad¬ 
der  irritation. 

•  Report  nasal  stuffiness  while  getting  the  drug. 

•  Immediately  report  blood  in  urine  or  painful 
urination. 
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Cyclophosphamide  (Cytoxan®)  “CMF” 
Methotrexate  (MTX) 

Fluorouracil  (5-FU) 


How  do  these  drugs  work? 

These  are  "chemotherapy"  drugs  that  destroy  cancer  cells  and  may  also  kill  normal  cells  which  grow  fast 
such  as  blood  cells,  hair,  cells  that  line  the  mouth,  stomach,  and  intestines. 


Common  side  effects 

•  Lower  numbers  of  white  blood  cells  (which 
fight  against  infection),  red  blood  cells  (which 
carry  oxygen),  platelets  (which  helps  blood 
clot).  A  low  number  of  these  cells  may  lead  to 
infection  and  bleeding 

•  Nausea,  vomiting,  and  diarrhea 

•  Hair  thinning  and  hair  loss 

•  Mouth  &  throat  irritation  and  sores 

•  Irritation  of  the  eyes 

•  Metallic  taste  and  taste  changes  in  general 

•  Skin  reactions;  rash,  itchy  skin,  discoloration 

•  Fingernail  splitting  or  darkening 

•  Watery  or  dry  eyes,  eye  discomfort 

•  Menopause  symptoms  — hot  flashes,  dry  vagi¬ 
nal  mucosa 

•  Fatigue 

Less  common  side  effects  with  your  type  of 
chemotherapy 

CYCLOPHOSPHAMIDE 

•  Bladder  bleeding  and  irritation 

•  Nasal  stuffiness,  sneezing,  watery  eyes  (when 
Cytoxan®  is  given) 

•  Dizziness,  confusion,  agitation 

•  Yellowing  of  skin  and/or  eyes 

•  As  with  any  drug,  other  side  effects  that  were 
not  mentioned  may  occur 


METHOTREXATE 

•  Sensitivity  to  light 

•  Difficulty  breathing 

•  Swelling  of  legs  and  feet 

•  Yellowing  of  skin  and/ or  eyes 

•  Liver  irritation  and  elevated  liver  function  tests 
FLUOROURACIL 

•  Sensitivity  to  light 

•  Mild  depression 

•  Difficulty  with  balance  and  walking 

•  Rare  blood  clots  causing  chest  pain,  heart 
attack,  or  stroke 

As  with  any  drug,  other  side  effects  that  were  not 
mentioned  may  occur 

General  concerns 

•  Report  vomiting  or  nausea  that  is  not  relieved 
with  anti-nausea  medication. 

•  Immediately  report  any  fevers  of  101°  or  higher, 
with  or  without  chills. 

•  Report  nose  bleeds,  gum  bleeding,  or  any 
rmusual  bruising. 

•  Report  more  than  5  watery  stools  a  day. 

•  Avoid  direct  sunlight.  Wear  sunscreen  and  srm- 
glasses  for  protection. 

•  Ask  your  nurse  about  special  mouth  rinses  to 
prevent  mouth  sores. 

•  Ask  your  doctor  about  a  birth  control  method 
for  you. 

•  Report  any  symptoms  which  are  tmusual  for  you. 
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Options  for  Adjuvant  Therapy 


K  xrpusddy 
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Options  for  Adjuvant  Therapy 
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Projected  Life  Expectancy  (Endocrine  Therapy) 
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Projected  Life  Expectancy  (Chemotherapy) 
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Projected  Life  Expectancy  (Combined  Therapy) 
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Toxicity  Table  for  Chemotherapy  in  Breast  Cancer 
(in  percent) 


Appendix  N 


Svmptom 

CMF 

AQ 

(n=1054) 

(n=2256) 

WBC 

Moderate 

10.2 

3.9 

Severe 

0.2 

0.7 

Infection 

Severe 

0.6 

1.4 

Life  Threatening 

0.6 

1.1 

Death 

0.0 

0.0 

Nausea  &  Vomiting 

Mild 

50.6 

*49.9 

Severe 

8.1 

34.9 

Diarrhea 

3.1  . 

2.1 

Mouth  Sores  Interfering 

with  Eating 

,  *3.1 

*1.3 

Hair  Loss 

Mild 

29.1 

*3.1 

Pronounced 

24.8 

*89.4 

< 

Cystitis 

*1.8 

0.3 

Early  Menopause 

Less  than  40  years  old 

31-38 

13.0 

Greater  than  40  years  old 

81-89 

57-63 

- 

‘Denotes  statistical  significance 
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Appendix  O 


Medical  Complications  with  Tamoxifen  Use  (average  annual  rate  per  1000  patients) 


Tamoxifen _ Placebo  (no  Tamoxifen) 


N=13388 

test  participants  =  6681 

placebo  group  =  6707 

Medical  Complications 

<49 

all  ages  >  50 

<  49  all  ages  >  50 

Blood  Clots 

1 

Stroke 

0.3 

1.45 

2.2 

0.92 

1.26 

Temporary  Stroke 

0.3 

0.73 

1.01 

0.39 

0.96 

1.32 

Pulmonary  Embolism  travelling 

0.2 

0.69 

1 

0.1 

0.23 

0.31 

to  the  lung 

Deep  vein  thrombosis 

1.08 

1.34 

1.51 

0.78 

0.84 

0.88 

I  Uterine  (Endometrical)Cancer 

1.21 

*2.3 

4.01 

1.09 

*.91 

0.76 

r 

{follow  up  66  months  later 

13 

{Cataracts 

4.72 

3 

r: 

follow  up  66  months  later 

*24.82 

*21.72 

Fractures 

1.98 

5.76 

2.24 

7.27 

Symptoms 

test  participants  =  6466 

placebo  group=  6498 

be 

pression 

No 

65.40% 

65.40% 

Slightly 

15.60% 

16.10% 

Moderately 

10.10% 

9.50% 

Quite  a  bit 

5.10% 

5.40% 

Extremely 

3.70% 

3.60% 

{Vaginal  discharge 

No 

■EW 

65.20% 

Slightly 

26.20% 

21.80% 

Moderately 

*16.60% 

Quite  a  bit 

HI{B{{{|{ 

Extremely 

*3.10% 

Hot 

flashes 

0-15 

19.40% 

31.40% 

16-22 

HBHI 

■ggTiTI 

18.20% 

23-29 

21.80% 

21.70% 

30-36  ' 

*28.10% 

*18.60% 

>36 

*17.60% 

*10.10% 
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Appendix  P  3 


Breast  Cancer  Advocacy  in  Clinical 
Care 


Debasish  Tripathy 
Department  of  Medicine,  University  of 
California  at  San  Francisco,  The  Carol 
Franc  Buck  Breast  Care  Center,  2356  Sutter 
Street,  6th  floor,  Box  1714,  San  Francisco, 
CA  94143-1714,  USA 


ABSTRACT:  Although  still  in  a  continual  state  of 
evolution,  breast  cancer  advocacy  has  come  of  age  in 
the  last  few  years.  Advocacy  is  a  very  broad  term  that 
can  be  defined  as  the  viewpoint  of  a  breast  cancer  pa¬ 
tient  or  survivor,  or  a  viewpoint  that  is  fully  patient 
centered.  In  the  area  of  clinical  care  and  research, 
a  cooperative  atmosphere  has  developed  that  has  re¬ 
quired  a  close  working  relationship  and  understand¬ 
ing  of  cultures  between  advocates  and  those  in  the 
professional  medical  care  and  research  communities. 
Interaction  with  patients  and  decision  makers,  which 
reflects  individual  values  and  preferences,  requires  a 
firm  knowledge  of  medical  outcomes;  in  this  way,  the 
advantages  and  disadvantages  of  a  screening,  diagnos¬ 
tic,  or  treatment  plan  can  be  ^lnalyzed.  Moreover,  a 
clear  communication  strategy  needs  to  be  in  place  to 
convey  these  concepts  to  patients  and  to  elicit  their 
individual  choices  £ind  concerns.  The  development  of 
optimal,  shcired  decision  making  will  require  ongoing 
innovations  in  all  these  areas,  and  some  are  now  being 
piloted  and  tested  in  the  areas  of  screening,  preven¬ 
tion,  and  treatment.  The  role  of  advocacy  in  research 
has  likewise  involved  a  sharp  learning  curve  from  both 
sides.  Multiple  models  of  mutual  education,  exchange 
of  ideas,  and  the  conversion  of  this  interaction  into  re¬ 
search  strategies  are  now  in  place  in  many  settings. 
The  intent  of  such  interaction  is  to  move  forward  with 
discovery  and  clinical  application  in  a  way  that  forces 
a  rethinking  and  innovation  of  approaches  but  empha¬ 
sizes  proper  scientific  methodology.  Patient-focused 
themes  of  relevance  to  patients  with  breast  cancer, 
timely  translation  to  the  clinic,  and  a  broader  scope 
of  research  and  ideas  are  all  being  integrated  into  the 
scientific  review  process.  An  emphasis  on  advocacy 
issues,  along  with  stepwise  scientific  progress,  will  be 
essential  in  the  new  era  of  rapid  technology  develop¬ 
ment,  clinical  testing,  and  adoption  into  the  standtu'd 
of  patient  care. 


BREAST  CANCER  ADVOCACY  IN 
CLINICAL  CARE 

There  is  a  clear  and  momentous  shift  in 
the  mode  of  interactions  between  patients  and 
physicians,  and  the  area  of  breast  cancer  rep¬ 
resents  a  leaning  edge  in  this  transition.  The 
term  advocacy  can  be  used  to  broadly  define 
the  role  of  patients  and  those  whose  inter¬ 
ests  represent  patients’  direct  points  of  view 
in  the  area  of  clinical  care,  health  policy, 
and  research.  The  growth  of  advocacy  in 
the  area  of  breast  cancer  stems  from  several 
key  factors.  There  has  been  a  need  to  pe¬ 
ruse  a  lengthening  list  of  diagnostic  and  ther¬ 
apeutic  options  as  technology  has  advanced 
and  created  several  choices,  many  with  indi¬ 
vidual  pros  and  cons.  Patient  participation 
in  these  choices  is  a  growing  trend,  partic¬ 
ularly  in  younger  and  well  informed  popula¬ 
tions.  Managed  health  care  has  created  lim¬ 
itations  in  these  choices  and  has  forced  the 
need  to  demonstrate  more  clearly  the  relative 
effectiveness  and  cost-benefit  ratios  of  preven¬ 
tion,  screening,  and  treatment  options.  Man¬ 
aged  care  has  also  shifted  financial  burdens  to 
patients  and  providers  of  care,  necessitating 
a  greater  awareness  among  both  patients  and 
physicians  of  the  importance  of  rigorous  de¬ 
cision  making.  Finally,  the  growing  interest 
of  health  related  matters  in  the  mainstream 
media,  and  the  explosive  growth  of  informa¬ 
tion  technology,  mainly  via  the  Internet,  has 
thrust  every  development  in  breast  cancer  into 
a  wide  and  unfiltered  forum  of  patients,  health 
care  providers,  journalists,  and  researchers. 

Why  has  the  field  of  breast  cancer  been  a 
fertile  ground  for  advocacy?  Present  axe  all 
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they  are  felt  to  be  less  reliable.  Even  data  ize  clinical  outcomes  and  responses  to  ther-  cile  a  statistical  view  versus  one  that  is  imme-  is  it  ever  likely  to  be  given  the  random  com- 

from  the  oTCrview  analysis  may  not  provide  apy  based  on  individual  traits  and  on  charac-  diately  predictive  of  their  situation  (determin-  ponent  of  biological  systems).  The  dichotomy 

sufficiently  narrow  confidence  intervals.  How-  teristics  of  the  primary  tumor.  Only  in  fields  istic).  between  a  probabilistic  and  deterministic  view 

ever,  the  estimates  of  time  gained  (distance  B,  with  very  predictable  outcomes  and  cures  with  'pjie  feedback  we  have  received  from  the  ad-  is  shown  in  Figure  2. 

Figure  3),  may  be  interpreted  very  differently  therapy,  such  as  the  treatment  of  simple  bacte-  vocacy  community  in  the  San  Francisco  Bay  The  current  state  of  science  and  clinical  ex- 
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Appendix  Q 


Abstract555 

Results  of  a  Randomizad  Trial  of  a  Computerized  Decision 
^  Aid  "Adjuvant!"  to  Present  Tailored  Prognostic  Information  ^ 

I  to  Stage  Mil  Breast  Cancer  Pidients. 

i  ^Siininoff  LA,  Ravdin  PM.  Peele  P.  Silvennan  P.  Mercer  MB.  Hewlett  J,  De 
Los  Santos  U  Parker  HL.  Gordon  N 

Case  Western  Reserve  Uruversity,  Cleveland.  OH;  University  of  Texas 
Health  Sdenoe  Center.  San  Antonio.  TX;  School  of  Public  Health, 

University  of  Pittsburgh.  PtttMrurgh,  PA 

We  have  developed  a  dedsion  aid  to  help  strengthen  the  role  of  the  patient  | 
in  the  decision  making  process.  Decision  aids  can  provide  the  physician 
with  more  accurate  information  to  guide  decision  making.  Our  decision  aid  i 
provides  a  method  of  estimating  the  benefit  of  different  adjuvant  treatment  ^ 
options  for  individual  patients  based  on  pro^ostic  infonnation.  We  report  | 
on  the  results  of  a  raridomized  trial  of  a  der^on  aid  to  help  newly 
diagnosed  breast  cancer  patients,  in  cor^unciion  with  their  physidans. 
make  aciyuvant  therapy  decisions.  A  pedsion  Guide  that  presents  specific 
prognostic  infonnation  to  breast  cancer  patients  in  the  form  of  colored  bar 
graphs  has  also  been  developed.  These  bar  graphs  are  tailored  to  each 
woman  using  our  newly  develr^red  computer  program  AcQuvantf.  The 
AdjuvanU  program  uses  a  life  table  analysis  technique  arid  factors  in 
natural  mortality  in  addition  to  excess  mortality  due  to  breast  cancer. 
Estimates  of  breast  cancer  mortality  are  based  on  SEER  data.  Estimates  of 
treatment  efficacy  are  largely  derived  from  the  1998  meta^nalysis  of 
breast  cancer  a^uvant  therapy  clinical  trials. 

A  randomized  trial  of  the  dedeion  aid  was  conducted  with  400  patients  and 
their  medical  oncologists  (n»45)  in  two  distinct  geographic  regions. 
Cleveland.  OH,  and  San  Antrmio,  TX  Physidans  were  randomized  to 
receive  either  the  output  produced  by  Adjuvant!  or  no  output  Patients 
received  either  the  indhndualized  Dedsion  Guide  produced  by  the 
Adjuvant!  program  or  a  generic  brochure  about  adjuvant  therapy.  The 
presentation  veil  report  ^  results  of  the  dinical  triid  of  Adjuvant!  and  its 
impact  on:  1)  treatment  decisions,  2)  patient  understanding  of  treatment 
and  prognostic  information,  3)  patients’  immediale  satisfaction  with  the 
dedsion.  4)  patients'dedsional  regret  We  hiso  present  a  costHitility 
analysis  comparing  standard  dedsion-making  with  decision-making  aided 
by  the  Adjuvant!  program  and  the  presentation  of  the  Dedsion  Guide. 
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Appendix  S 


Building  Bridges  Between  Physicians  and  Patients:  Results 
of  a  Pilot  Study  Examining  New  Tools  for  Collaborative 
Decision  Making  in  Breast  Cancer 


By  Karen  R.  Sepucha,  Jeffrey  K.  Belkora,  Debasish  Tripalfiy,  and  Laura  J.  Esserman 


PurposK  To  present  ttie  results  of  a  pilot  study  test¬ 
ing  on  intervention  designed  to  improve  the  quality  of 
medical  consultations  between  breast  cancer  patients 
and  physicians  and,  in  particular,  to  report  the  effects  of 
the  intervention  on  the  quality  of  treatment  decisions, 
the  quality  of  communication,  and  the  satisfaction  of 
patients  and  physicians. 

Pafientt  and  /Wethods?  We  enrolled  24  predomi¬ 
nantly  white,  well-educated,  early-stage  breast  cancer 
patients  whe  were  facing  local  or  systemic  treatment 
ciecisions  in  a  sequential,  controlled  trial.  All  patients 
received  a  visit  preparation  session  before  the  consul¬ 
tation  in  which  a  trained  researcher  helped  patients 
organize  their  questioiu  and  concerns.  In  the  control,  a 
researcher  observed  the  consultation.  In  the  interven¬ 
tion,  a  researcher  helped  create  an  agenda,  facilitated 
the  discussion,  and  creoted  a  record  of  the  consultation 
in  real  time.  Valid  and  reliable  surveys  measured  the 

Traditionally,  physicians  have  been  trained  to 
assess  a  clinical  situation  and  create  a  treatment  plan 
for  their  patients.  However,  the  role  of  the  physician  as 
primary  analyst  and  decision-maker  is  changing.  Many 
patients  want  to  participate  in  decisions  about  their  care,  and 
increasingly,  physicians  are  trying  to  accomnibdate  them.  In 
this  new  paradigm,  physicians’  roles  are  evolving  into  that 
of  educator  and  collaborator. 

Patients  and  physicians  face  many  challenges  sharing 
responsibility  for  decisions.  One  study  of  over  1,000  breast 
cancer  patients  found  that  only  42%  believed  they  had 
achieved  their  preferred  level  of  participation.*  The  lack  of 
patients’  participation  may  be  problematic;  studies  indicate 
that  breast  cancer  patients  want  to  participate  in  their 
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quality  of  traotment  decisions  and  satisfaction  with  the 
consultation. 

_ B»euhe:  Pntiente  in  the  intamimHnn  cignifc, 

cantly  higher  final  decision  quality  scores  compared  with 
conh^  patients  (median  score,  14  v  10,  respectively;  P  = 
.008)  and  a  signjfican^  higher  level  of  intersubjective 
agreement  with  tfieir  physkiahs  about  decision  quality 
(Cohen's  kappa,  0.49  v  0.285,  respectively;  P  <  .0001). 
Consultation  recording  methods  did  not  affect  the  length 
of  lime  required  for  the  consubalion. 

Conclusions  Consultation  recording  methods  pro¬ 
vide  a  promising  innovation  for  medical  consuholions. 
Further  studies  are  warranted  to  broaden  the  findings, 
assess  impacts  on  the  quality  of  decisions,  cost,  and 
health,  and  develop  practical  ways  to  integrate  consul¬ 
tation  recording  methods  into  clinics. 

J  Clin  Oncol  18:1230-1238.  o  2000  by  Amorican 
Socioty  of  Clinical  Oncology. 

medical  decisions,  and  further,  that  those  who  are  able  to 
participate  in  decision  making  have  better  psychosocial  and 
health  outcomes.^"* 

Sharing  responsibility  for  decision  making  requires  good 
communication  during  medical  consultations.  Unfortu¬ 
nately,  studies  show  the  majority  of  patients  and  physicians 
do  not  receive  special  training  in  communication  or  collab¬ 
orative  decision-making  skills.*'‘°  Poor  communication  has 
been  linked  to  dissatisfaction,  conflict,  and  worse  outcomes 
for  patients.  Studies  suggest  that  these  patients  tend  to 
change  physicians,"  '^  to  initiate  complaints  and  malprac- 
dce  suits  against  physicians,'^  and  not  to  adhere  to  medical 
treatment  plans.'^  '* 

Several  researchers  have  designed  seminars  and  pro¬ 
grams  to  improve  the  communication  skills  of  physicians. 
Programs  teach  clinicians  how  to  interview  patients  to  elicit 
medical  history,'*  how  to  establish  rapport,'’’'*  and  how  to 
elicit  and  address  patients’  questions.*’'*’®' 

Other  researchers  have  designed  interventions  to  improve 
the  communication  skills  of  patients.  These  visit  preparation 
interventions  seek  to  increase  patients’  comfort  and  confi¬ 
dence  when  communicating  with  their  physician.*’^'  We 
created  a  similar  intervention,  consultation  planning,  that 
prepares  breast  cancer  patients  to  articulate  their  questions 
and  concerns  during  consultations  (Belkora  et  al,  manu¬ 
script  submitted  for  publication).  Visit  preparation  interven¬ 
tions  have  been  linked  to  improved  health  outcomes  in 
chronic  disease  management,  such  as  diabetes  and  peptic 
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ulcer  disease.  However,  the  main  health  outcome  measure, 
compliance,  does  not  apply  in  acute  diseases  such  as  breast 
cancer. 

Hie  tools  and  training  that  help  patients  and  physicians 
communicate  are  important,  but  alone  they  may  not  be 
sufficient  to  help  padents  and  physicians  effectively  collab¬ 
orate.  In  breast  cancer,  patients  and  physicians  make  treat¬ 
ment  decisions  soon  after  the  diagnosis,  when  patients  are 
experiencing  a  great  deal  of  stress  and  anxiety.^’^  Studies 
suggest  that  patients  suffering  from  stress  and  anxiety  are 
not  able  to  comprehend  a  lot  of  information.^^  Moreover, 
studies  have  shown  that  the  cancer  clinicians,  in  particular, 
suffer  from  burnout,  stress,  and  psychiatric  disorders  as  a 
result  of  the  constant  exposure  to  death  and  dying  and  the 
lack  of  training  to  address  emotional  issues.^*^ 

In  a  few  short  visits,  breast  cancer  patients  and  their 
physicians  must  overcome  emotional  barriers,  bridge  the 
distance  between  their  views,  and  agree  on  a  course  of 
action.  We  wanted  to  help  patients  and  physicians  engage  in 
collaborative  decision  making  and  improve  the  quality  of 
their  communication  without  overloading  or  overwhelming 
them.  Therefore,  we  focused  on  ways  to  improve  the  quality 
of  the  critical  consultations  between  diagnosis  and  treat¬ 
ment. 

We  translated  standard  meeting  facilitation  processes  that 
have  been  well  validated  in  the  business  community  to  the 
medical  consultation.^^  Then,  we  qualitatively  integrated 
decision  analysis  to  smicture  the  discussion  about  treatment 
decisions  and  action  science  to  promote  open  communica- 
tion.^*"^®  This  is  not  the  first  attempt  to  translate  techniques 
commonly  used  in  other  industries  to  the  field  of  medicine. 
Berwick  et  al^‘’^^  have  successfully  brought  methods  for 
quality  improvement,  data  management,  and  other  business 
processes  to  improve  the  effectiveness  and  quality  of  health 
care. 

We  developed  consultation  recording  to  structure  the 
outpatient  consultation  for  decision  making.  Using  a  ficame- 
work  to  improve  the  quality  of  medical  interactions  is  not 
new.  The  subjective  objective  assessment  plan  note  was 
introduced  to  standardize  the  medical  interview  examina- 
tion  and  assessment  The  literature  does  not  include 
standard  metrics  to  measure  the  quality  of  decision  making 
and  track  how  it  changes  over  time.  Rather,  standard  metrics 
measure  satisfaction  with  decisions  or  decision-making 
style.  Thus,  we  also  developed  and  tested  new  metrics 
to  measure  the  impact  of  these  methods. 

Our  hypothesis  was  that  consultation  recording  would 
increase  the  quality  of  treatment  decisions,  the  satisfaction 
with  the  consultation,  and  the  amount  of  agreement  between 
patients  and  physicians.  Higher  decision  quality  and  higher 
agreement  should  reduce  the  need  for  multiple  consulta¬ 


tions.  As  a  result,  we  also  hypothesize  that  consultation 
recording  should  reduce  the  number  of  follow-up  visits 
before  treatment  begins.  In  this  article,  we  report  the  results 
of  a  pilot  smdy  comparing  consultation  recording  interven¬ 
tion  with  consultation  planning  alone. 

PATIENTS  AND  METHODS 

Setting  and  Patient  Sample 

We  recruited  padents  firom  the  University  of  California,  San  Fran¬ 
cisco  Carol  Fianc  Buck  Breast  Care  Center  (San  Francisco,  CA)  from 
June  1998  through  November  1998.  Eligible  padents  had  a  diagnosis  of 
breast  cancer  (or  ductal  catcinoma-in-sim),  could  read  and  speak 
English,  and  were  consulting  one  of  two  physicians,  a  surgeon  or  a 
medical  oncologist,  about  treatment  We  identified  padents  through  the 
sohedniing  system  and  through  physician  referral. 

Study  Design 

We  chose,  a  sequenrial,  controlled  trial  design  for  this  study  to 
minimise  the  anticipated  learning  effects  of  the  two  physicians.  Twelve 
padents  svere  enrolled  .onto  die  control  arm,  and  12  padents  srere 
enrolled  onto  the  intervention  amt  Both  physicians  saw  a  comparable 
number  of  padents  in  each  group.  The  short  enroUment  petM  was 
meant  to  minunize  any  confounding  factors  that  might  be  expected  in 
a  sequential  and. 

One  investigator  trained  in  consultation  recording  methods  admin¬ 
istered  both  the  controi  and  the  intervention  conditions.  Because  it  was 
impossible  for  either  the  investigator  or  the  physicians  to  be  blind  to  the 
intervention,  precautions  were  taken  to  ensure  that  the  interventions 
were  administered  without  bias  favoring  either  group.  First,  the 
investigator  consistently  emphasized  to  patients  that  different  methods 
for  intervening  were  being  tested  and  that  their  candid  assessment  was 
most  impoitant.  Second,  the  investigator  encouraged  specific  patient 
and  physician  behavion  (eg.  providing  examples  and  asking  questions) 
but  did  not  tell  the  patients  or  physicians  of  the  potential  impacts  on 
satisfaction  or  other  outcomes.  Third,  the  researcher  emphasized  that 
the  patients’  evaluations  would  remain  anonymous  (in  particular,  that 
the  physicians  would  not  see  the  patients’  responses)  to  help  patients 
feel  comfortable  answering  candidly. 

The  study  was  performed  under  the  approval  of  the  University  of 
California,  San  Francisco,  Comiruttee  on  Human  Research,  and  all 
patients  reviewed  and  signed  an  informed  consent.  Patients  completed 
surveys  indicating  their  current  desire  for  participation  in  decisions  and 
assessment  of  decision  quality.  This  was  followed  by  a  30-minute 
consultation  planning  session  for  ail  patients,  at  which  time  a  researcher 
created  a  flow  chart  of  the  patients’  specific  questions  and  concerns. 
Consultation  planning  methods  have  been  validated  as  a  means  to  help 
breast  cancer  patients  prepare  for  medical  visits  and  have  been 
described  in  detail  elsewhere.^'^^  Then,  ptltirats  repeated  the  surveys 
indicating  their  perceptions  of  decision  quality. 

Before  the  consultation,  the  physicians  completed  a  short  question¬ 
naire  indicating  their  level  of  preparedness.  After  the  consultation,  the 
patients  and  physicians  filled  out  a  satisfaction  questionnaire  and 
repeated  the  decision  quality  survey.  The  diagram  in  Fig  1  outlines  the 
sequence  of  the  study.  Patients  follow  the  top  sequence,  and  physicians 
follow  Che  bottom  sequence.  The  squares  indicate  the  interventions  and 
the  circles  represent  the  metrics  that  we  admirtistered  before  and  after 
these  activities. 
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Intervention:  Experimental  Group 

Coosaltadoa  recording  ii  a  five-step  interventioa.-'  contracting, 
agenda,  mapping,  commitments,  and  debriefing.  A  trained  researcher 
led  patients  and  physicians  through  the  five  steps.  Fust,  in  the 
contracting  phase,  patients  and  physicians  discussed  how  they  wished 
to  share  decision-making  responsihility.  Second,  the  patients  and 
physicians  set  an  agenda.  We  created  a  generic  stiucture  for  the 
consultation.  The  physicians  shared  the  agenda  (Table  1)  with  patients 
at  the  beginning  of  the  consultation. 

Third,  the  researcher  facilitated  the  progression  through  the  agenda 
and  recorded  the  main  points  of  the  discussion.  During  this  mapping 
phase,  the  researcher  asked  questions  designed  to  prompt  physicians 
and  patients  to  give  examples  and  provide  reasoning  for  their  views. 
The  researcher  also  periodically  paraphrased  the  consultation  record 
that  she  was  creating  using  Inspiration  software  (Inspiration  Software 
Inc,  Portland,  OR).  Padents  would  be  encouraged  to  ask  questions 
during  each  item,  and  the  physician  or  researcher  would  check  the 
patient’s  understanding  before  moving  ahead.  For  example,  before 
listing  the  treatment  alternatives,  the  researcher  would  ask  the  patient  to 
share  her  understanding  of  the  diagnosis  to  check  that  it  was  accurate. 

Fourth,  the  researcher  helped  the  padents  and  physicians  make  clear 
commitments  for  the  next  steps  that  need  to  be  taken.  Finally,  in  the 
debriefing  phase,  the  researcher,  physician,  and  padent  reviewed  the 
printed  summary  of  the  consultadon.  We  used  the  structure  in  Table  I 
to  organize  the  medical  consultation  and  the  consultation  record.  The 
record  pictured  in  Fig  2  reflects  the  rfetailed  discussion  for  one  of  the 
patients  in  the  intervention  arm  of  the  tiial.  The  text  captures  statements 
from  the  physician  and  the  patient  the  arrows  connect  lines  of 

Table  1.  Generic  Agenda  hr  a  Dadsian-Maldng  focus  in  AAedkal 
Consultations 

1 .  Physicol  examination  and  review  medical  history 

2.  Explain  diagnosis 

3.  List  the  treatment  alternatives 

4.  Describe  the  consequences 

5.  Elicit  patienf  s  preferences 

6.  Generate  treatment  plan 

7.  Review  next  steps 


reasoning  and  related  items.  The  headings  (in  bold)  are  the  agenda 
topics,  and  the  discussion  of  each  agenda  item  is  sununarized  under¬ 
neath.  The  boxes  highlight  decisions  that  have  been  made  and  the  next 
steps  that  have  been  agreed  on  by  both  the  patient  and  the  physiciaiL 

Control  Group 

We  desfgned  the  control  condition  to  provide  a  comparison  in  which 
a  researcher  observed  the  consultation  but  did  not  participate  unless 
asked  to  by  the  padent  or  physician. 

Measurement  of  Impact:  Baseline  and  Outcome  Measures 

Decision  Quality  Scale,  a  10-item  Likert  scale,  measures  the  quality 
of  a  decision  based  on  the  six  elements  of  decision  quality  from 
decision  analysis.’*  Patients  filled  it  out  three  times,  before  any 
intervention  (Patient  Decision  Scale  I),  after  the  consultation  planning 
session  (Patient  Decision  Scale  2),  and  after  the  consultation  (Padent 
Decision  Scale  3).  The  survey  asks  patients  to  agree  or  disagree  to 
statements  such  as,  “I  am  having  difficulty  making  decisions  about 
treatment,"  “I  have  a  thorough  understanding  of  the  medical  diagno¬ 
sis,”  and  “My  doctor  and  I  agree  on  a  treatment  strategy.”  We  have 
demonstrated  the  reliability  (Cronbach's  alpha  coefficient,  0.77)  and 
validity  of  this  scale.”  Scores  range  from  —20  to  20,  with  higher  scores 
indicating  higher  decision  quality. 

The  MD  Decision  Scale,  a  modified  version  of  the  Decision  Quality 
Scale,  was  completed  by  physicians  after  the  consultation  and  used  to 
measure  the  amount  of  agreement  between  patients  and  physicians. 
This  scale  asks  physicians  to  agree  or  disagree  to  statements  such  as, 
“This  patient  is  having  difficulty  making  decisions  about  her  treat¬ 
ment,”  “I  know  what  is  important  f6  this  patient  for  these  decisions,” 
and  "This  patient  and  I  agree  on  a  treatment  strategy.” 

The  University  of  California  San  Francisco  Satisfaction  with  Con¬ 
sultation  Scale  (SWC),  completed  after  the  consultation  by  both 
patients  (Pt  SWC)  and  physicians  (MD  SWC),  is  a  seven-item  Likert 
scale.  Specifically,  the  scale  focuses  on  communication  and  meeting 
dynamics  in  statements  such  as  “It  was  easy  for  me  to  voice  my 
questions  and  concerns”  and  “I  was  not  able  to  talk  as  much  as  I  wanted 
to  during  this  consultation.”  We  have  demonstrated  the  reliability 
(Cronbach’s  alpha  coefficient,  0.9)  and  validity  of  this  scale  for 
patients.  Scores  range  from  -14  to  14,  with  higher  scores  indicating 
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Consultation  Record  for  Ms.  B  and  Or.  S  7/7/99 


1.  Review  Ofaignosis 


You  have  two  tumors, 
aniOCIS7iivnand 


2.  Treatments  Options 


3.  Risks  and  Benefits 

70-60%  chance  that 
wi  gat  dear  margins  " 
and  you  can  go  onto 
radbtlon.  \ 


Approidmatety 
10%  recurrence 


\ 

1  inifMrMniTiy  ..  i*anm  that 

Cosmetic  result  should 
be  good  since  It  is  your 

W8  found  two  separata  mastationiy  (and 

Whether  it  is  DCIS  or  silea.Bulitdoaanot  wont  need  radiation), 

invasive  cancer  does  neceessarly  mean  that 

UIUUm  fiiiu  ur«  9 

Mi  use  piastie  surgery 
techniques  (eg.  those 
used  In  bre^  reduction). 

surgery  decision. 


4»  Your  RMcdont 


My  emotion  Is  vfih 
removing  the  risk. 
Mar  that  I  am  open  to 
breast  conservation 


Therecunenoeto 
.  skniar  and  the  chance 
of  deer  margins  is 
higher  tan  I  ttvwght 


Mastectomy  _ ^ 

ApproximaleJy8% 

Survivaiistasame 

leeunance  rats. 

tor  each  optian. 

S.  Next  Slaps 

K  seems  fte  tare 

Dr.SMlMa.B 

Schedule  a  piaop 

Pathology  tasuKswi 

— ^  bnoiaaeannol  — ^ 

agree  to  go  ahead 

session  vWh  Nuns  P. 

be  ready  on  Friday 

tobytamexcUon 

with  the  reexctsJon 

on  Monday 

and  Or.  Swi  cal  you 

onTuesday 

on  Tuesday. 

athomeatlsrSpmwilh 

.  V* 

the  results. 

Fig  Z  Example  of  o  eansuhaiian  record.  All  identifying  information  has  been  removed  to  protect  the  patient's  and  the  physician's  privacy. 


higher  sadsfacdon.  The  researcher  dmed  each  consultadon  and  re¬ 
viewed  medical  charts  to  document  the  number  of  subsequent  consul- 
tadons  with  the  physician  before  treatment. 

Statistical  Analysis 

We.used  nonparametric  stadstics  to  analyze  the  ordinal  survey  data.  We 
used  a  one-tailed  Wilcoxon  rank  sum  test  to  analyze  the  Likert  scores,  and 
the  pre-  and  posdntervendon  differences  for  the  Padent  Decision  scale  and 
the>Pt  SWC  scale.'^  We  used  Cohen’s  kappa  (k)  to  measure  the  amount  of 
agreement  between  padents  and  physicians  on  the  Decision  Scale.'*  We 
used  a  two-tailed  Wilcoxon  rank  sum  test  to  analyze  (he  difference  in 
length  of  consultations  and  number  of  consultations.  Because  this  is  such 
a  small  sample,  in  addition  to  reporting  the  statistics,  we  present  the 
complete  data  as  much  as  possible. 

i 

RESULTS  !, 

1 1 

A  total  of  24  patients  were  recruited,  !l2  in  the  control  arm 
and  12  in  the  intervention  condition.  The  patients  in  each 
group  had  comparable  baseline  characteristics.  As  listed  in 


Table  2,  the  sample  was  predominantly  white,  well-edu¬ 
cated,  early-stage  breast  cancer  patients.  Even  though  the 
samples  were  small,  the  similarity  between  the  two  groups 
allows  for  comparisons. 

We  did  not  detect  a  difference  in  the  Patient  Decision 
Scale  1  or  the  Patient  Decision  Scale  2  scores  for  the  control 
group  compared  with  the  intervention  group.  Further,  the 
consultation  planning  intervention  did  not  significantly 
affect  the  Patient  Decision  Scale  scores.  The  median  score 
on  the  Patient  Decision  Scale  1  compared  with  the  Patient 
Decision  Scale  2  for  the  pooled  sample  did  not  differ 
significantly  (4  v  3.3,  respectively;  P  =  .42). 

We  did  find  that  breast  cancer  patients,  in  general,  were 
confused  about  decisions.  Before  the  consultation,  less  than 
20%  of  the  patients  in  the  study  agreed  or  strongly  agreed  to 
the  statements,  “I  understand  what  could  happen  after  each 
medical  treatment  alternative,”  “It  is  clear  to  me  which 


Table  Z  Pwnogropbia  for  Pilot  Study 


PoHan^  Group 

No.  of  Potfonh 

White 

PoHonh  (%) 

RoHants  Wilh  at  Loost 

Portid  Co^opo  Education 

(56) 

PoHenH  With  EoHyStage 

Breast  Concar  (%) 

Ag«  t  SO  (yean) 

Control 

12 

91 

100 

83 

48  ±6.7 

IntervanHon 

12 

83 

89 

82 

47  ±  6.9 
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Pt  Dedaion  Score  3 

Fig  3.  Disiribution  of  decision  quality  scores  after  consuholion  (Patient 
Ded^  Scale  3|. 

treatment  alternative  is  best”  and  “My  doctor  and  I  agree  on 
a  treatment  strategy.”  However,  more  than  80%  of  patients 
agreed  or  strongly  agreed  with  the  statement,  “I  understand 
what  could  happen  without  any  further  medical  treatment” 

Patients  Achieve  Higher  Decision  Quality  With 
Consultation  Recording 

After  the  consultadon,  padents  in  both  arms  demon¬ 
strated  an  increase  in  decision  quality.  Compared  with  the 
control  group,  the  intervendon  group  achieved  a  signifi¬ 
cantly  higher  median  score  on  the  Padent  Decision  Scale  3 
(9.5  V  13,  respectively;  estimated  difference,  3.5;  P  -  .008). 
Figure  3  shows  the  distribution  of  Patient  Decision  Scale  3 
scores  for  the  intervention  and  the  control  groups. 

The  data  also  suggest  that  the  mean  increase  in  decision 
quality  is  larger  in  the  intervention  group  than  in  the  control. 
The  mean  change.  Patient  Decision  Scale  3  minus  Patient 
Decision  Scale  2,  is  9.7  points  for  the  intervention  and  only 
6.6  points  for  the  control,  for  an  estimated  difference  of  3.1 
(P  =  .057).  Figure  4  plots  the  change  in  decision  quality 
score  for  each  patient  in  the  intervention  and  the  control 
conditions. 

Patients  and  Physicians  Achieve  Higher  Agreement  With 
Consultation  Recording 

We  also  measured  the  amount  of  agreement  between 
patients  and  physicians  on  aspects  of  the  decisions.  We 
compared  the  physician’s  response  with  the  statement. 
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“This  patient  is  having  trouble  making  decisions”  with  the 
patient’s  response  to  the  statement  “I  am  haying  trouble 
making  decisions.”  The  stronger  the  agreement,  the  higher 
the  inferred  quality  of  communication  during  consultations. 

For  the  control  group,  the  strength  of  agreement  was  fair, 
with  a  K  coefficient  of  0.28  (n  =  10,  95%  confidence 
interval  [Cl],  0.24  to  0.32).  For  the  intervention  sample,  the 
strength  of  agreement  was  moderate,  with  a  k  coefficient  of 
0.49  (n  =  10,  95%  Cl,  0.44  to  0.53).  Thus,  the  intervention 
group  achieved  significantly  higher  intersubjective  agree¬ 
ment,  with  an  estimated  increase  in  «  of  0.205  over  the 
control  group  (SE  =  0.031,  P  <  .0001).*‘ 

Patients  Are  More  Satisfied  With  the  Consultation 

The  data  from  the  SWC  scale  suggests  that  patients’ 
satisfaction  is  higher  with  the  intervention  than  with  the 
control.  The  median  Pt  SWC  score  is  1 1  for  the  intervention 
group  versus  7  for  the  control  group,  for  an  estimated 
difference  of  4  (P  =  .073).  Further,  in  Hg  5,  we  see  that 
75%  of  patients  in  the  intervention  group  scored  10  or 
higher  on  the  SWC  scale,  whereas  less  than  17%  of  the 
control  scgred  10  or  higher. 

Physicians'Uke  Consultation  Recording 

We  had  difficulty  consistently  administering  the  physi¬ 
cian  preparation  survey  because  of  the  busy  provider  sched¬ 
ules.  Further,  the  physicians  remarked  that  the  statements  on 
the  SWC  survey  did  not  accurately  reflect  those  issues  that 
were  important  to  them.  As  a  result,  we  stopped  adminis¬ 
tering  the  physician  preparation  and  MD  SWC  surveys  and 
plan  to  revise  them  for  future  use.  Informally,  the  physicians 
reported  that  they  did  not  feel  that  the  presence  of  the 
researcher  interfered  with  establishing  a  relationship  with 
their  patients. 


Because  this  was  part  of  a  research  study,  patients  were 
not  charged  for  this  service.  The  intervention  did  not 


Impact  on  Costs 


Fig  4.  Change  in  decision 
quality  score  for  patients  (Patient 
Decision  Scale  3-2). 


217 


CCLtABORATTVE  DEGISKDN  MAKING  IN  BREAST  OkNCER 


fig  5.  PcrtwnI's  satisfoction 
yyitti  consuhoHon  (Pt  SWC|. 


PtSWC  Score 


significantly  change  the  time  in  consultation  (mean  time  in 
consultation,  S0.9  minutes  for  the  control  group  [n  =  9]  v 
S2.9  minutes  for  the  intervention  group  [n  =  10],  which  was 
not  a  statistically  significant  difference.  On  average,  patients 
took  an  additional  0.375  consults  in  the  control  group  (n  = 
8)  compared  with  0.125  in  the  intervention  group  (n  =  8) 
(estimated  difference,  0.25  visits;  95%  Cl,  0.22  to  0.75), 
which  was  not  a  statistically  significant  difference.  Four 
patients  in  each  group  were  seeking  second  opinions  (not 
treaunent)  and  were  not  counted  as  part  of  this  calculation. 
The  intervention  did  not  significantly  increase  the  time  in 
consultations  or  significantly  affect  the  number  of  follow-up 
consultations  before  treatment. 

DISCUSSION 

Many  breast  cancer  patients  are  actively  seeking  involve¬ 
ment  in  their  care.*^'*^  There  has  been  an  explosion  of 
information  in  the  popular  press  and  on  the  Internet  sup¬ 
porting  this  change.  Breast  cancer  patients  find  articles 
covering  a  broad  range  of  topics  from  the  latest  experimen¬ 
tal  therapies  to  complementary  medicine  techniques.^'*^ 
Unfortunately,  the  information  and  recommendations  from 
these  sources  are  not  always  up  to  date  and  do  not  apply  to 
all  patients.  As  a  result,  many  patients  become  confused  and 
overwhelmed,  especially  when  their  physicians  contradict 
what  the  patients  have  read  or  heard.  ; 

To  confuse  matters  more,  many  of  the  benefits  of  therapy 
are  often  expressed  as  a  relative  reduction  in  the  odds  of 
recurrence  as  opposed  to  absolute  reductions.  A  physician 
•nay  inform  her  patients  that  chemotherapy  will  reduce  her 
••ak  of  recurrence  by  30%.  However,  this  benefit  is  variable 
among  individuals.  In  other  words,  a  woman  who  has  a  30% 
chance  of  recurrence  will  experience  a  10%  reduction  in 
nak,  whereas  a  woman  who  has  a  10%  chance  of  recurrence 
^  experience  a  3%  reduction.  Patients  and  physicians 
“ced  to  be  clear  when  referring  to  relative  risk  reduction. 


otherwise  patients  may  be  making  trade-offs  on  di.«Miini1ar 
quantities. 

Despite  the  increase  in  consumerism,  many  breast  cancer 
patients  come  to  consultations  with  little  or  no  prior  knowl¬ 
edge  of  breast  cancer  and  want  their  physicians  to  choose  on 
their  behalf.  In  breast  cancer,  many  alternatives  do  not  differ 
in  their  impact  on  survival  and  recurrence,  but  do  have  very 
different  sidp  effects.  In  adjuvant  therapy,  some  patients 
must  trade-off  the  long-term  effects  of  chemotherapy  (eg, 
infertility  and  so  on)  with  a  small  survival  difference. 
Physicians  who  assume  the  responsibility  for  choosing  on 
behalf  of  their  patients  need  to  be  able  to  understand  their 
patients’  preferences.  With  limited  time  and  resources, 
physicians  need  to  synthesize  their  patient’s  detailed  med¬ 
ical  history  along  with  the  relevant  evidence  from  the 
literature  and  incorporate  their  patients’  preferences.  This  is 
a  challenging  task  to  complete  in  a  short  visit,  even  for  the 
most  skilled  practitioners. 

Physicians  need  to  be  prepared  to  handle  the  diversity  of 
their  patients.  In  particular,  physicians  need  to  be  able  to 
engage  and  empower  their  patients  to  participate  in  the 
consultation  in  whatever  manner  is  most  comfortable  for  the 
patient.  We  developed  consultation  recording  to  help  phy¬ 
sicians  function  better  in  this  diverse  and  changing  environ¬ 
ment 

Consultation  recording  provides"  a  structured  process  for 
decision-making  consultations!  In  the  control  arm,  the 
patients  and  physicians  did  not  ask  the  researcher  to 
participate;  as  a  result  the  researcher  simply  observed  these 
sessions.  The  results  of  this  pilot  study  support  our  hypoth¬ 
esis  that  active  facilitation  and  recording  improves  the 
effectiveness  of  medical  consultations.  Patients  in  the  inter¬ 
vention  group  achieved  significantly  higher  decision  quality 
than  those  in  the  control  group,  without  spending  more  time. 
Intervention  patients  also  achieved  a  significantly  higher 
level  of  agreement  with  physicians  on  aspects  of  decision 
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quality  and  a  marginally  significant  increase  in  satisfaction 
with  the  consultation. 

Before  the  study,  the  physicians  were  concerned  that  the 
presence  of  a  researcher  might  negatively  affect  their  ability 
to  establish  a  relationship  with  their  patients.  After  the 
study,  they  reported  that  they  did  not  feel  that  the  researcher 
adversely  impacted  their  ability  to  establish  a  strong  rela¬ 
tionship  with  their  patients.  In  fact,  the  two  physicians  felt 
that  the  intervention  helped  them  reach  a  higher  level  of 
discussion  with  their  patients  and  enabled  them  to  get  to  the 
heart  of  issues  quicker  and  more  effectively.^^ 

The  introduction  of  a  simple  structure  for  the  consultation 
and  the  creation  of  a  written  record  of  the  consultation 
improved  the  quality  of  the  consultation.  The  patients  in  the 
intervention  group  did  not  worry  about  writing  everything 
down  or  remembering  everything  because  a  record  was 
being  created  for  them.  Instead,  they  were  free  to  listen  and 
ask  questions.  Similarly,  the  physicians  were  confident  that 
the  infonnation  the  patients  in  the  intervention  group  took 
away  &om  the  consultation  was  an  accurate  reflection  of 
what  transpired.  The  patients  and  the  physicians  in  the 
intervention  were  able  to  accomplish  more  in  the  same 
amount  of  time. 

The  introduction  of  the  problem-oriented  medical  records 
approximately  30  years  ago  brought  consistency  and  struc¬ 
ture  to  the  medical  record.^^  Although  some  physicians 
object  to  the  specific  structure  of  the  subjective  objective 
assessment  plan  note,  none  debate  the  usefulness  of  a 
stmcture  for  medical  records.*^^"^®  In  this  pilot,  we  tested  a 
new  structure  for  the  medical  record  that  also  guides  the 
medical  consultation.  The  steps  include  explain  diagnosis, 
list  treatment  alternatives,  describe  consequences,  elicit 
patient’s  preferences,  review  decisions,  and  plan  the  next 
steps.  The  structure  of  the  agenda  is  similar  to  steps 
advocated  by  Grueninger  et  al^°  to  facilitate  patient  educa¬ 
tion  in  the  medical  encounter  and  provides  a  decision¬ 
making  focus  for  the  consultation.^®  ” 

Consultation  recording  helpfsd  patients  and  physicians 
bridge  the  distance  b^twe^n  th^  views  and  create  a  shared 
understanding.  This  shared  understanding  is  a  necessary 
component  for  any  methqd  of  collaborative  decision  mak¬ 
ing.  Patients  have  diverse  preferences  for  decision  making, 
and  one  strategy  for  consultations  will  not  satisfy  all 
patients.  Instead,  physicians  need  to  elicit  their  patients’ 
preferences  and  teen  be  flexible  to  allow  patients  to  partic¬ 
ipate  in  whatever  way  makes  teem  most  comfortable. 

This  pilot  study  did  identify  some  potential  limitations  of 
consultation  recording.  A  formal  process  does  not  eliminate 
tee  need  for  high-quality,  consistent  information.  Further, 
although  engaging  patients  in  tee  decision-making  process 
has  been  shown  to  have  beneficial  emotional  impacts. 
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consultation  recording  does  not  eliminate  the  need  for 
psychosocial  support.  Consultation  recording  is  not  a  com¬ 
plete  solution  for  patients  and  physicians. 

Future  research  could  usefuUy  explore  tee  applicability  of 
these  methods  to  a  larger  population  of  breast  cancer 
patients  and  physicians.  We  need  to  develop  new  metrics  to 
measure  tee  physicians’  satisfaction  with  tee  consultation. 
We  also  need  to  explore  how  to  further  increase  tee  amount 
of  agreement  between  patients  and  physicians,  so  that 
instead  of  only  moderate  agreement,  they  achieve  high 
agreement. 

To  spread  these  methods  to  the  community  at  large,  we 
need  to  demonstrate  teat  consultation  recording  methods  are 
realistic  to  implement  in  a  busy  clinic  with  limited  resources 
and  limited  time.  We  are  currently  exploring  several  oppor¬ 
tunities  to  use  resources  that  are  already  in  place  to 
implement  consultation  recording  methods.  Medical  stu¬ 
dents  and  residents  often  observe  consultations  without 
participating.  Giving  teem  an  active  role  in  these  consulta¬ 
tions  may  increase  their  learning  and  rajoyment  with  tee 
expepence. 

Some  innovative  programs  across  tee  country  use  pre¬ 
medical  students  to  create  records  for  emergency  room 
physicians.  These  programs  have  found  teat  tee  premed 
students  cut  down  on  tee  physician’s  workload  and  decrease 
tee  liability  of  tee  hospital,  while  gaining  valuable  clinical 
experience.”  Incorporating  consultation  recording  into  tee 
medical  training  of  students  may  enable  widespread  use  of 
these  methods  at  low  cost  to  hospitals. 

The  health  care  system  is  placing  increasing  demands  on 
physicians  to  provide  better  care  faster  and  at  a  lower  cost. 
Most  industries  have  struggled  with  similar  challenges,  and 
those  organizations  teat  were  attentive  to  tee  needs  of  their 
customers  survived.®'  Breast  cancer  patients  increasingly 
want  to  participate  in  decisions  about  their  care.  Physicians 
and  hospitals  teat  enable  patients  to  participate  will  survive 
and  thrive  in  this  new  environment.  Physicians,  too,  need  to 
thrive,  and  studies  demonstrate  teat  those  oncologists  who 
have  the  best  communication  skills  are  least  likely  to 
experience  bumout.“ 

Consultation  recording  is  an  innovative  approach  to 
improving  tee  quality  of  medical  consultations.  These 
methods  fill  a  gap  in  tee  period  between  diagnosis  and 
treatment  for  breast  cancer  patients  and  their  physicians. 
Further  studies  are  warranted  to  broaden  tee  findings,  assess 
impacts  on  cost  and  health,  and  develop  practical  ways  to 
integrate  teem  in  a  busy  clinical  setting. 
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Introduction:  Action  Research  and  Breast  Cancer  Decision-Making 

Recently,  breast  cancer  patients  have  become  more  eager  to  actively  participate  in 
decisions  about  their  care.  The  availability  of  information  on  the  Internet,  and  the 
visibility  of  the  breast  cancer  advocacy  movement  (Klawiter  1999;  Potts  1999),  have 
changed  the  way  breast  cancer  is  addressed  in  the  United  States.  Most  of  the  exchange 
between  breast  cancer  patients  and  physicians  occurs  during  the  medical  consultation. 
However,  the  decision-making  in  breast  cancer  has  yet  to  incorporate  these  broader  social 
changes  (Fisher,  1996).  In  the  short  time  of  a  consultation,  physicians  disclose 
information  about  the  diagnosis,  explain  alternatives  for  treatment  and  present 
information  about  the  risks  and  benefits.  Patients  voice  their  preferences  and  disclose 
information  about  their  history.  Somehow,  during  these  rushed,  strained,  patients  and 
physicians  make  decisions  about  treatment. 

This  paper  describes  an  action  research  project  that  aimed  to  improve  the  way  patients 
and  physicians  make  decisions  about  breast  cancer.  We  describe:  1)  the  current  problems 
breast  cancer  patients  and  physicians  face  as  they  make  decisions  about  treatment,  2)  the 
process  of  developing  methods  to  improve  the  collaboration  between  patients  and 
physicians,  and  3)  the  transition  from  action  research  to  implementing  a  full  time  clinical 
program.  We  use  an  ethnographic,  case  study  approach  to  illustrate  the  social  world  of 
breast  cancer,  to  highlight  the  difficulties  in  decision-making  and  to  describe  the  process 
of  conducting  action  research  in  a  university  medical  center. 

Action  research  is  an  interdisciplinary  methodology  with  similarities  to  participatory 
sociological  research  (Hart  and  Bond  1999;  Cancian  1996;  McCormick  2000).  Action 
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research  emphasizes  the  formulation,  implementation  and  assessment  of  interventions  in 
applied  settings,  and  advocates  finding  a  motivated  organizational  partner  who  is  willing 
and  able  to  change  the  status  quo.  The  partnership  seeks  to  render  an  explanatory 
account  of  a  problem,  invent,  practice  and  implement  productive  change,  and  then  assess 
the  effectiveness  of  the  intervention.  Success  of  an  intervention  is  determined  by  the 
adoption  and  use  of  the  methods  (i.e.  is  it  compelling  and  practical  enough  to  adopt?). 
However,  biomedicine  stipulates  that  only  statistical  significance  through  randomized 
clinical  trials  can  prove  associations  between  variables,  and  therefore  generate  legitimate 
“results.”  To  address  this  reality,  we  used  both  qualitative  methods  (ethnographic 
participant  observation,  focus  groups,  in-depth  interviews)  and  a  sequential,  controlled 
clinical  trial  to  determine  the  value  of  oxu*  interventions  (Sepucha,  Belkora  et  al.  2000). 

Background 

We  found  a  willing  action  research  partner  in  the  University  of  California,  San  Francisco 
Breast  Care  Center  (BCC).  The  director,  a  practicing  surgeon,  wanted  to  explore  new 
tools  and  methods  to  improve  the  decision-making  interaction  and  the  quality  of 
decisions.  We  used  action  research  (Lewin  1951;  Hart  1999)  and  its  foundations  in 
critical  theory  (White  1995)  as  a  guide  for  generating  the  important  questions,  as  well  as 
answering  them.  Although  we  have  been  involved  in  many  projects — collaborations  in 
classrooms,  rape  crisis  centers,  community  resource  centers,  and  other  hospital  units  - 
this  project  was  the  first  to  focus  on  with  the  physicians  and  patients  at  the  UCSF  Breast 
Care  Center  from  beginning  to  end. 
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We  focus  on  the  portion  of  our  collaboration  that  resulted  in  the  intervention  called 
Consultation  Recording.  In  Consultation  Recording,  a  trained  researcher  facilitates  and 
records  the  medical  consultation.  This  intervention  extends  and  improves  on  another 
intervention  called  Consultation  Planning,  also  developed  by  the  authors.  In  Consultation 
Planning,  a  trained  researcher  helps  patients  prepare  for  an  upcoming  medical 
consultation  by  organizing  their  questions  and  concerns  on  a  flow  chart.  The  Consultation 
Plan  acts  as  a  visual  aid  or  “road  map”  for  the  discussion  between  patients  and 
physicians. 

Organizational  Context:  The  Breast  Care  Center 

The  Breast  Care  Center  (BCC)  is  a  busy,  multidisciplinary  clinic  that  opened  ini 996.  At 
first  it  was  simply  several  private  practices  co-located  in  a  cramped  space.  Scheduling 
was  a  challenge,  exam  rooms  were  always  double  booked,  patients  had  to  wait,  and 
physicians  seemed  to  get  in  each  other’s  way  more  than  they  collaborated.  The  staff  and 
services  have  since  integrated,  they  have  moved  into  new  space  that  better  supports 
patient  care.  The  ten  physicians  and  three  nurse  practitioners  at  the  BCC  see  an  average 
of  9200  patients  a  year  from  diverse  communities  across  Northern  California. 

Every  day  at  the  Breast  Care  Center,  patients  and  their  families  deal  with  a  potentially  life 
threatening  disease  and  make  decisions  that  have  significant  impact  on  their  bodies  and 
lives.  The  diagnosis  of  breast  cancer  often  comes  as  a  shock.  The  few  days  or  weeks 
between  receiving  the  diagnosis  and  starting  treatment  are  filled  are  often  filled  with 
anxiety,  confusion  and  a  sense  of  a  loss  of  control.  Breast  cancer  is  profoundly  disruptive 
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to  women’s  busy  lives,  as  they  must  quickly  assimilate  the  news,  cope  with  conflicting, 
emotions,  learn  more  about  the  disease,  and  shuttle  between  different  appointments.  This 
emotionally  laden  organizational  context  impacted  the  project’s  development.  We 
needed  to  be  mindful  of  the  cost  (both  time  and  energy)  imposed  on  patients — ^many  of 
whom  were  already  at  their  limits.  We  wanted  to  minimize  the  time  patients  needed  to 
fill  out  surveys,  avoid  overloading  them  with  interviews,  and  develop  interventions  that 
were  sensitive  to  their  needs. 

We  began  this  project  with  a  qualitative  analysis  of  how  patients  and  physicians 
interacted  in  decision-making  consultations.  How  did  treatment  decisions  get  made? 
What  happened  when  things  went  well?  What  happened  when  things  went  poorly?  How 
did  patients  and  physicians  communicate,  and  what  prevented  them  from  doing  it  well? 
Then  we  needed  to  develop  an  understanding  of  their  goals  or  ideals  for  collaborative 
decision  making,  and  the  barriers  to  achieving  the  goals.  What  would  be  better  according 
to  patients?  What  would  be  better  according  to  physicians?  What  prevented  them  from 
achieving  their  goals?  What  supported  them  in  achieving  their  goals?  What  kinds  of  tools 
or  services  would  help  reinforce  the  support  or  overcome  those  barriers?  What  kind  of 
constraints  (resources,  time,  organizational)  did  we  need  to  take  into  account?  Finally,  as 
we  tried  new  interventions,  we  needed  help  imderstanding  their  impact  on  the  current 
situation  and  whether  or  not  we  had  moved  closer  to  the  goals  of  improving  patient- 
physician  communication  and  collaborative  decision-making. 
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Getting  Started:  The  Social  World  of  Patients  and  Physicians 


To  better  understand  the  challenges  patients  and  physicians  faced  in  making  treatment 
decisions,  Karen  Sepucha  immersed  herself  in  the  clinic.  She  followed  three  doctors 
around  for  days,  and  interviewed  them  individually  about  their  activities.  She  also 
interviewed  several  nurses  and  administrative  staff,  attended  tumor  board  meetings  and 
other  physician  conferences.  In  addition,  Karen  offered  Consultation  Planning  services  to 
patients,  developed  through  an  earlier  action  research  project  at  Stanford  University,  the 
BCC  and  the  Commimity  Breast  Health  Project.  Consultation  Planning  involves  an  hour- 
long  discussion  with  patients  prior  to  their  appointment  with  a  physician,  in  which  we 
map  out  their  questions,  concerns,  and  issues  into  a  flowchart  (Sepucha,  Belkora  et  al.; 
Belkora  1997).  Then  the  patient  and  physician  use  the  Consultation  Plan  in  the  medical 
consultation  to  clarify  questions,  discuss  all  the  issues  at  stake,  and  come  to  a  decision 
about  treatment. 

Throughout  this  process,  we  analyzed  the  interdependencies  and  relationships  in  the 
clinic  and  explored  the  following  questions:  who  are  the  participants?  Who  are  the 
stakeholders?  What  decisions  are  they  making?  What  are  the  authority  relationships? 
How  are  resources  shared  or  regulated?  What  are  the  channels  of  communication?  What 
actually  happens  in  those  interactions  where  decisions  are  made?  Mapping  these 
practices  was  difficult,  interpreting  and  determining  what  to  do  was  even  harder.  The 
clinic  setting  required  an  investigation  into  micro-processes  of  how  patients  and 
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physicians  negotiated  meaning,  as  well  as  more  a  macro  approach  to  understand  how 
broader  social  and  economic  changes  affected  the  delivery  of  care  (Clark  1991). 

Through  our  ethnographic  observation,  we  began  to  identify  and  develop  the  concept  of 
a  “decision  gap.”  Physicians  had  detailed  protocols  for  diagnosing  breast  cancer,  and 
detailed  protocols  for  treating  breast  cancer,  however  they  did  not  have  any  tools  or 
structure  for  the  period  of  time  between  diagnosis  and  treatment.  Patients  receive 
emotionally  overwhelming  news  of  a  diagnosis  and  lots  of  clinical  information,  but  no 
structured  way  to  sort  through  their  feelings,  concerns,  and  priorities  about  treatment. 
During  this  time  patients  and  physicians  make  critical  decisions  that  will  impact  patients’ 
bodies  and  lives. 


The  main  interaction  between  patients  and  physicians  during  the  decision  gap  occurs 
during  the  medical  consultation.  We  began  to  document  these  critical  consultations  more 
thoroughly  and  to  identify  the  barriers  to  productive  collaboration.  The  following  case  is 
interpreted  from  a  transcribed  interaction  between  a  patient  and  highlights  several 
problems  we  observed.  [A  more  in  depth  discussion  can  be  found  in(Sepucha  1999).] 


A  patient,  Ms.  Murphy,  is  getting  a  second  opinion  from  an  oncologist.  She  had  surgery 
two  weeks  ago  and  now  needs  to  make  a  decision  about  adjuvant  therapy,  but  everything 
she  has  heard  seems  to  suggest  that  the  decision  will  depend  on  her  lymph  nodes.  Thirty 
minutes  after  her  appointment  was  scheduled  to  start,  Ms.  Murphy  wonders  if  anyone 
knows  that  she  is  waiting.  Alone  in  the  room,  the  knot  in  Ms.  Murphy’s  stomach  keeps 
growing.  She  is  anxious  about  what  the  doctor  will  say.  She  is  hoping  for  good  news 
from  the  pathology  report  but  fears  that  her  cancer  has  spread. 

At  3:25  p.m.  Dr.  Smith  finishes  seeing  an  unscheduled  patient  and  quickly  answers  two 
pages.  He  glances  at  his  schedule  to  see  who  is  next,  a  new  patient,  Ms.  Murphy,  and  then 
six  more  patients  before  5  p.m.  He  glances  at  his  watch  and  begins  to  flip  through  her 
chart  and  take  furious  notes.  Her  history  is  long  and  very  complex,  and  to  make  matters 
worse,  the  copies  of  her  records  are  not  in  order.  With  the  hope  that  she  can  help  him 
piece  the  history  together.  Dr.  Smith  grabs  the  chart  and  walks  in  to  greet  Ms.  Murphy. 
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After  a  quick  greeting,  Dr.  Smith  immediately  starts  to  ask  many  specific  questions. 
During  this  time  he  barely  looks  up  and  instead  is  flipping  back  and  forth  through  pages 
of  her  medical  chart,  asking  for  specific  dates  and  things  that  have  happened,  taking 
notes. 

Ms.  Murphy  wonders  why  she  had  to  bring  her  things  an  hour  early  if  he  didn’t  even  read 
them  beforehand.  She  also  was  anxious  to  see  if  the  doctor  had  her  pathology  report,  so 
she  can  learn  the  status  of  her  lymph  nodes.  Then  she  began  to  worry  that  he  was  stalling 
because  it’s  bad  news.  After  about  15  minutes.  Dr.  Smith  looks  up  and  starts  to 
summarize  what  he  just  pieced  together  of  her  history.  When  he  pauses,  Ms  Murphy 
finally  asks  a  question, 

Ms.  Murphy:  So  what  about  the  sentinel  node  pathology  report? 

Dr.  Smith:  All  six  of  the  other  nodes  were  negative  by  microscopy,  by  looking  at  them. 
The  special  stain  on  those  nodes  is  pending. 

Ms.  Murphy:  That  was  supposed  to  be  done  today.  It  was  supposed  to  have  been  done 
last  Monday  and  the  surgeon  called  yesterday  and  told  me  about  the  one  you  just 
mentioned  and  the  other  six  were  supposed  to  have  been  done  today.  Has  anyone  called 
about  the  pathology  report? 

Dr.  Smith:  I  don’t  know.  I  just  spoke  to  pathology  now  and  we  can  call  them  again  after 
we  speak. 

Ms.  Miuphy:  Yes,  that’s  the  whole  thing.  We  need  that  before  we  can  talk. 

Dr.  Smith:  Well  to  some  extent,  yes,  it  would  certainly  help  us.  But  I  can  already  tell  you, 
the  fact  that  the  sentinel  node  is  involved,  it  is  a  little  hard  to  interpret  because  it  is  a  new 
test,  but  nevertheless,  it  is  positive.  Currently  our  best  estimate  to  assess  the  risk 
associated  with  that  is  to  assume  that  it  is  the  same  as  if  it  was  positive  by  any  other 
means. 

Ms.  Murphy:  Now  the  surgeon  spoke  very  differently  about  that,  so  I’m  confused.  The 
surgeon  said  it  made  no  difference,  the  surgeon  said  that  since  there  was  no  gross  tumor, 
that  it  was  as  if  it  was  negative. 

Dr.  Smith:  Well  that’s  why  I  want  to  stress  that  we  don’t  know.  This  whole  sentinel  node 
procedure  is  new.  That’s  when  they  get  the  node  with  the  radioactive  material  and  then 
finding  the  cancer,  with  the  old  technique,  which  is  looking  under  the  microscope  or 
whether  finding  the  cancer  with  this  new  technique,  this  special  staining,  we  really  don’t 
know  how  this  fits  in. 

Ms.  Murphy:  This  is  really  anxiety  provoking  for  me.  The  surgeon  talks  about  it  one  way, 
you  talk  about  it  another  way  there  is  no  definitive  information  for  me  here.  Does 
anybody  read  my  chart?  Does  anybody  follow  up  on  these  phone  calls?  Does  anybody 
care? 


This  scenario  highlights  several  problems  we  consistently  found  during  medical 
consultations.  First,  medical  consultations  lack  some  basic  standards  for  a  meeting — 
patients  often  do  not  know  when  consultations  will  start,  or  how  long  they  will  last. 
Lengthy  waiting  times  and  the  uncertainty  can  create  additional  anxiety  and  frustration 
for  patients  coping  with  a  recent  diagnosis. 
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Physicians’  overbooked  schedules  leave  them  barely  enough  time  to  read  a  patient’s 
name  on  the  ehart  before  entering  the  room,  and  medical  charts  are  disorganized  and 
often  missing  important  reports.  Current  standards  for  “the  medical  interview”  focus  on 
the  clinical  aspects  of  the  case  (Lipkin,  Putnam  et  al.  1995).  Medieal  eharts  reinforee  this 
by  containing  only  documentation  of  clinical  information  intended  for  other  clinicians 
(e.g.  as  opposed  to  a  list  of  patients’  questions  or  descriptions  of  situations  in  a  language 
patients  can  understand).  Research  suggests  that  by  increasing  the  time  spent  reviewing 
the  chart,  Dr.  Smith  risks  compromising  Ms.  Murphy’s  satisfaction  and 
understanding(Smith,  Polis  et  al.  1981). 

Physicians  are  not  the  only  ones  who  do  not  adequately  prepare  for  the  consultation. 
Patients  often  do  not  know  what  questions  to  ask.  Even  for  patients  who  know  what 
questions  to  ask,  shyness,  defensiveness  and  contusion  can  prevent  them  from 
interrupting  the  doctor  (Sepucha,  Belkora  et  al.;  Roter  1977;  Roter  1984)  The  lack  of 
preparation  prevents  patients  and  physicians  fi’om  voicing  their  questions  and  concerns. 
As  a  result,  it  is  difficult  to  clear  up  confusion  and  decide  on  the  best  course  of  action. 

Not  surprisingly,  physicians  did  most  of  the  talking.  Doctors  spoke  rapidly  and  moved 
quickly  from  one  issue  to  another,  often  slipping  into  medieal  jargon.  Neither  the  patients 
nor  the  physicians  asked  many  questions,  and  the  if  they  did,  they  were  often  elosed 
questions  that  did  not  lead  to  further  elaboration. 
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Patients  did  not  leave  the  consultation  with  a  record  of  the  conversation  that  had  been 
reviewed  by  the  physicians  for  completeness  or  accuracy.  Occasionally  the  patients  (or  a 
support  person  accompanying  the  patient)  took  notes.  It  was  often  unclear  what  had 
been  decided  and  who  was  supposed  to  do  what  next.  Patients  often  scheduled  follow¬ 
up  appointments  or  called  the  physicians  to  clarify  issues  previously  discussed.  In  some 
cases  things  fell  through  the  cracks  (e.g.  tests  never  got  ordered,  patients  did  not  get 
enrolled  in  clinical  trials).  Physicians  often  complained  that  they  needed  to  repeat  the 
same  information  over  and  over  to  their  patients. 

From  our  exploration  into  the  decision  gap,  three  recurring  themes  emerged.  Confusion, 
poor  communication  and  overload  consistently  posed  barriers  for  patients  and  physicians 
as  they  tried  to  make  treatment  decisions.  Figure  1  synthesizes  the  specific  problems  and 
breakdowns  that  contribute  to  each  of  these  themes.  For  example,  patients  often  got 
confused  by  having  to  choose  among  undesirable  alternatives  and  conflicting 
recommendations  from  physicians.  Similarly,  physicians  often  got  overloaded  trying  to 
fill  the  multiple  roles  required  during  the  consultation,  (e.g.  recorder,  educator,  facilitator, 
supporter,  and  expert).  Confusion,  poor  communication  and  overload  are  dependent,  e.g., 
a  patient  who  is  experiencing  overload,  is  less  likely  to  be  able  to  voice  her  questions  and 
concerns  and  communicate  productively  with  her  physician. 

We  shared  oiu*  emerging  analysis  with  patients  and  physicians,  and  reviewed  previous 
consultation  plans  to  see  if  the  issue  raised  by  patients  could  be  linked  to  confusion,  poor 
communication  and  overload.  Many  physicians  would  read  through  the  summary 
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descriptions  and  transcripts,  and  recognized  different  aspects  of  the  situation.  But  most 
still  thought  the  data  described  other  physicians  and  other  patients,  not  their  own 
interactions.  Documenting  these  dynamics  through  audio-tapes  and  other  means  was 
critical,  because,  with  a  transcript,  they  could  no  longer  tell  themselves  that  it  was 
someone  else.  As  we  analyzed  their  situation,  they  began  to  see  things  from  a  new 
perspective  and  became  more  receptive  to  the  idea  of  changing  their  practices. 


Consultation  Recording  Methods 

Based  on  our  qualitative  analysis,  our  goal  became  to  create  a  systematic  method  to  make 
decisions  and  promote  open,  balanced  communication  between  patients  and  physicians — 
and  to  do  this  without  overwhelming  or  overloading  patients  and  physicians.  We  wanted 
to  create  a  process  that  bridged  the  gap  between  the  knowledge  physicians  bring  and  the 
knowledge  patients  bring,  in  order  to  foster  better  interaction  and  help  them  create  high 
quality,  collaborative  decisions  during  medical  consultations. 

Even  with  this  focus,  it  was  not  immediately  clear  how  to  do  that.  Another  breakthrough 
came  when  we  decided  to  view  the  medical  consultation  as  an  important  meeting. 

Neither  patients  nor  physicians  generally  approach  medical  consultations  as  meetings,  as 
neither  usually  schedules  them,  creates  an  agenda,  or  agrees  together  who  is  in  charge. 
Medical  consultations  suffer  from  many  of  the  unproductive  dynamics  commonly  found 
in  poorly  run  meetings,  such  as  wheel  spinning,  layering  of  topics,  defensiveness,  and 
role  conflicts  (Doyle  1982).  We  found  that  during  consultations  physicians  tended  to  take 
control  of  the  discussion,  repeat  the  same  information,  layer  topics,  interrupt  patients,  and 
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dominate.  Overwhelmed  and  scared  patients  withheld  their  questions  and  concerns  and 
withdrew  from  the  discussion  during  consultations. 

We  found  a  simple  and  promising  framework  in  Doyle  and  Straus’  How  to  Make 
Meetings  Work  (1993).  Doyle  and  Straus  stress  the  need  for  four  roles  in  every  meeting. 
ThQ  facilitator  is  responsible  for  preparation  and  helps  the  group  work  together  by 
making  process  suggestions  (as  opposed  to  content  suggestions).  The  recorder  publicly 
documents  the  ideas  and  questions  that  are  voiced;  the  group  leader,  voices  his  or  her 
concerns  and  questions  and  keeps  the  group  focused  on  the  agenda;  and  the  group 
members  voice  their  concerns  and  questions  in  a  productive  manner. 

When  we  envisioned  the  medical  consultation  as  a  meeting  with  a  facilitator  and 
recorder,  we  saw  the  potential  to  improve  consultations  by  reducing  overload.  A 
facilitator  would  help  patients  prepare  for  consultations  (using  Consultation  Planning) 
and  would  make  sure  that  patient’s  questions  and  concerns  were  addressed  adequately.  A 
recorder  would  free  patients  (and  support  person),  enabling  more  attention  for  listening, 
understanding,  and  asking  questions.  The  patient’s  preparation  would  help  the  physician 
better  prepare  for  the  consultation  (e.g.  if  the  patient  indicates  that  the  results  of  her 
pathology  report  is  her  number  one  question,  the  physician  can  make  sure  to  track  it 
down  before  going  in).  A  record  of  the  consultation  in  language  patients  can  imderstand 
would  (hopefully)  reduce  follow-  and  insure  that  patients  leave  with  an  accurate  summary 
of  biomedical  information  and  next  steps  in  their  care. 
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However,  as  described  by  Doyle  and  Straus,  the  facilitator/recorder  role  did  not  provide 
much  explicit  help  overcoming  barriers  to  communication  or  making  complex  decisions. 
As  a  result,  we  used  methods  and  tools  from  action  science,  which  promotes  open 
communication  (Argyris  1993;  Action  1996),  and  decision  analysis,  which  provides 
structure  and  methods  to  evaluate  complex  decisions  (Howard  and  Matheson  1989; 
Howard  and  Matheson  1989;  Keeney  1992). 

Consultation  Recording  methods  introduced  a  facilitator/recorder  into  the  consultation  to 
help  patients  and  physicians  set  an  agenda,  promote  open  communication,  and  create  a 
written  record  of  the  consultation  for  all  participants.  Consultation  Recording  (CR) 
methods  follow  a  five-step  process.  The  flow  of  a  consultation  with  CR  is  depicted  in 
Figure  2.  The  medical  chart  and  the  patient’s  Consultation  Plan  are  inputs  to  the 
consultation.  Then  Patients  and  physicians  progress  through  the  five  steps  of  Consultation 
Recording..  Then  patients  and  physicians  receive  a  Consultation  Record  and  the 
physician  dictates  a  note  for  the  medical  chart. 

The  input  to,  process  and  output  of  the  medical  consultation  took  the  following  form: 
First,  before  the  consultation,  a  trained  facilitator  helps  patients  prepare  during  a 
Consultation  Planning  session.  (See  Belkora  1997  for  more  details  on  Consultation 
Planning.)  The  Consultation  plan  includes  details  about  the  process  patients  want  to 
follow  to  make  decisions  (e.g.  “I  want  the  doctor  to  make  the  decision  but  strongly 
consider  my  opinion.).  It  also  articulates  statements  that  detail  the  content  patients  want 
addressed  such  as,  “I  don’t  understand  my  pathology  report,  do  I  have  invasive  cancer  or 
noninvasive  cancer?” 
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During  the  consultation,  the  patient,  physician  and  a  facilitator  proceed  through  the  five 
phases  of  Consultation  Recording.  In  the  Contracting  phase,  the  group  agrees  on  a 
process  and  clarifies  the  roles  (including  the  patient’s  preference  for  participation  in 
decisions).  In  the  Setting  the  Agenda  phase,  the  patient  and  physician  agree  on  a 
common  focus  on  the  content  for  the  consultation.  In  Mapping,  the  patients  and 
physicians  discuss  the  agenda  items.  The  facilitator  intervenes  to  maintain  an  open  and 
balanced  conversation  and  records  the  discussion  using  flowchart  software.  For 
Commitments,  the  facilitator  helps  the  patient  and  physician  explicitly  document  the 
decisions  that  have  been  made  and  any  next  steps,  to  be  done,  when,  and  by  whom. 
During  the  Debriefing  phase,  the  facilitator  prints  out  the  Consultation  Record,  which 
participants  review  to  make  sure  they  have  covered  everything  on  the  agenda  and  in  the 
Consultation  Plan.  This  debriefing  helps  to  close  to  the  meeting,  allows  the  physician  to 
carefully  edit  any  medical  information  in  the  Consultation  Record,  and  helps  reinforce 
the  commitments  and  decisions  of  the  group. 

The  Consultation  Record  summarizes  the  discussion.  The  record  structures  the  salient 
issues,  captures  the  information  relevant  to  the  decision,  including  choices  and 
probabilities,  and  cormects  the  reasoning.  The  records  also  documents  the  decisions  or 
commitments  that  have  been  made  and  the  next  steps  that  need  to  be  taken.  The  record  is 
not  a  lengthy  transcription  of  the  conversation,  rather  it  is  a  one  page  summary  that 
structures  the  key  information  necessary  to  make  and  implement  treatment  decisions. 
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Experiences  working  with  patients 

Before  this  project,  we  had  approached  improving  collaborative  decision  making  by 
helping  patients  prepare  for  medical  consultations.  We  helped  patients  think  through  their 
questions  and  concerns  and  printed  out  flow  charts,  or  Consultation  Plans,  for  patients  to 
share  with  their  physicians.  Throughout  this  experience  several  things  became  clear. 

First,  patients  need  help  organizing  and  prioritizing  their  concerns.  Second,  information 
alone  is  not  enough  to  enable  patients  to  communicate  with  their  doctor  or  make 
decisions.  Finally  the  interaction  nuances  and  quality  of  doctor-patient  relationships  are 
important  (Sepucha,  Belkora  et  al.)  in  making  and  implementing  decisions  (Goffinan 
1967;  Goffinan  1981).  However,  imtil  we  started  observing  actual  consultations  of 
patients  who  had  generated  a  Consultation  Plan,  we  had  little  to  no  data  on  the  impact  in 
the  consultation  itself  After  observing  the  medical  consultation,  we  realized  that 
preparing  patients  might  not  be  enough  to  improve  the  quality  of  the  collaboration. 
Although  Consultation  Recording  methods  sounded  promising,  we  didn’t  know  how  an 
extra  person  in  the  room  would  impact  the  consultation,  and  whether  a  facilitator  would 
improve  or  inhibit  the  consultation. 

Karen’s  first  case  was  difficult  emotionally,  socially,  and  medically.  It  highlights  how 
the  context  and  constraints  of  patients’  lives  influence  their  decision-making  process.  The 
patient  was  squeezed  in  at  the  end  of  a  long  day.  Her  appointment  started  around  6:30 
and  lasted  until  a  little  after  8pm.  She  was  currently  living  in  another  country,  and 
unsatisfied  with  doctors  there,  who  told  her  she  was  going  to  die  if  she  didn’t  have 
surgery  immediately.  She  was  a  single  parent,  with  two  young  kids  who  would  need  to  be 
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relocated  if  she  stayed  in  the  US  for  treatment.  Karen  mostly  recorded,  and  felt  slightly 
overwhelmed  hy  the  intensity  of  the  conversation.  Half  of  the  discussion  focused  on  her 
lack  of  support  system,  her  relationship  with  her  ex-husband,  job  issues  and  financial 
concerns  surrounding  the  location  of  her  treatment. 

The  other  half  dealt  with  “medical”  issues  including  describing  her  medical  situation, 
choices  for  treatment,  and  what  the  risks  and  benefits  of  the  choices  were.  Her  cancer  was 
advanced  and  she  needed  to  decide  whether  she  wanted  to  start  treatment  with 
chemotherapy  or  surgery.  Although  most  breast  cancer  patients  have  several  weeks  to 
think  through  their  decisions,  she  needed  to  start  treatment  soon.  The  best  choice 
depended  heavily  on  taking  financial  and  social  issues  into  account. 

During  the  discussion  Karen  struggled  to  record  all  these  issues  (and  connect  them  to  her 
decision  about  treatment  -  which  the  patient  indicated  as  her  main  goal  for  the 
consultation  in  her  Consultation  Plan).  Karen  only  participated  in  the  discussion  to  check 
that  the  medical  information  she  was  transcribing  was  an  accurate  reflection  of  the 
doctors’  comments,  and  did  not  interrupt  to  inquire  into  the  patient’s  understanding.  Nor 
did  she  ask  how  certain  topics  might  or  might  not  have  been  relevant  to  the  decision  at 
hand.  Eventually  Karen  improved  at  condensing  the  conversations  and  actively 
facilitating  the  discussions.  The  concerns  about  the  presence  of  another  person  in  the 
room  lessened.  And  the  physicians  even  started  adopting  some  of  the  methods  into  their 
style,  by  reviewing  the  CP  and  asking  to  set  an  agenda,  and  asking  for  their  to-do  list 
before  leaving  the  room. 
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Negotiating  roles 

The  following  discussion  explores  how  emotions,  interactions,  and  relationships  were 
managed  in  this  organizational  context.  Our  experience  provides  suggestions  and  clues 
as  to  how  researchers  balance  and  negotiate  multiple  roles  in  a  complex  setting,  how  the 
interaction  between  researchers  and  partners  changes  over  time,  and  how  those  changes 
impact  the  project’s  development. 

Outsider  or  Insider 

Karen’s  role  at  the  BCC  and  relationships  with  the  physicians  and  staff  changed 
dramatically  over  the  course  of  the  project.  She  is  not  sure  which  came  first — ^the 
change  in  her  internal  commitment  or  the  change  in  the  time  she  spent  there.  Initially, 
Karen  felt  the  “distance”  that  is  sometimes  advocated  in  many  researcher-subject 
relationships..  With  only  a  few  hours  spent  at  the  clinic  every  week,  it  was  hard  to  get  a 
good  sense  for  the  system  and  really  build  a  collaborative  feel. 

Karen  decided  to  become  more  of  a  regular  presence,  which  changed  the  dynamics. . 
Doctors  would  pull  her  into  consultations,  or  ask  her  to  work  with  their  patients.  She 
observed  many  informal  “backstage”  conversations,  and  watched  physicians  talking  in 
the  hallway  or  the  conference  room — often  right  after  a  disconcerting  situation  had 
occurred.  As  time  passed,  she  felt  more  invested  in  process,  and  connected  to  the  people. 
Over  the  course  of  a  few  months,  she  accepted  more  ownership  of  the  project,  and  felt  a 
sense  of  responsibility  for  the  quality  of  care  delivered  by  the  physicians  and  received  by 
the  patients. 
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Patient ’s  advocate  or  physician ’s  assistant 

Before  coming  to  UCSF,  Karen  had  completed  some  research  projects  that  we  developed 
in  collaboration  with  a  local  community  resource  center.  The  center  was  created  and 
staffed  mainly  by  breast  cancer  survivors,  who  articulated  a  powerful  critique  of  the 
medical  establishment,  and  advocated  self-help  and  patient  empowerment.  The  women 
at  the  center  repeatedly  told  horror  stories  of  misdiagnoses,  of  poor  interactions,  and  of 
manipulative  relationships  in  their  experiences  navigating  breast  cancer  treatment. 

The  BCC  showed  us  another  version  of  the  same  story.  Medicine  is  a  “greedy  institution 
(Coser  1974)  that  demands  enormous  commitments  of  time  and  energy  of  its  practitioners 
(Cassell  1998).  Physicians  had  no  time  for  lunch,  or  even  the  restroom.  We  watched 
them  decipher  pages  of  cryptic  handwritten  notes  and  lab  reports,  frantically  trying  to 
find  missing  reports.  We  saw  scheduling  mistakes  and  overbooking,  which  demanded 
the  impossible  task  of  being  in  2  places  simultaneously.  The  physicians  were  busy, 
rushed,  and  constantly  worried  about  time.  They  came  to  work  early,  stayed  late,  and 
worked  on  weekends  to  return  pages,  answer  emails  and  attend  to  their  patients’  needs. 

In  this  frenetic,  complicated  place,  we  also  saw  emotionally  intense  moments  that 
occasionally  happened  when  patients  and  their  health  care  providers  truly  connected  in  a 
time  of  need  (Scheff  1990).  A  hug  or  a  “doctor’s  prescription”  for  a  nice  dinner  or 
massage  could  change  the  relationship.  In  Karen’s  volunteer  work  at  the  community 
center,  she  suddenly  found  herself  sympathizing  with  doctors  and  trying  to  offer  some 
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explanations  for  some  of  the  seemingly  horrible  behavior.  This  shift  created  ambivalence 
and  internal  conflict.  Karen  felt  that  her  role  was  to  help  patients  navigate  this  difficult 
time,  make  sure  they  were  prepared  and  that  the  physicians  answered  their  questions  and 
concerns.  On  the  other  hand,  she  also  felt  that  her  role  was  to  support  the  physicians  so 
they  could  develop  their  abilities  to  connect  with  their  patients.  Often  during  the 
consultation,  these  goals  came  into  conflict.  Consultation  Recording  methods  and  the 
reliance  on  a  “neutral”  facilitator  role  did  not  adequately  address  this  tension.  And 
although  the  methods  did  espouse  to  support  both  patients  and  physicians,  in  practice  the 
facilitation  and  recording  were  primarily  directed  at  supporting  the  patients  by  making 
sure  they  got  what  they  needed  from  the  consultation. 

From  Research  Project  to  Program  Implementation 

During  Karen’s  dissertation  defense,  a  professor  challenged  that  the  results  from  the 
experiment  were  due  to  her  unique  skills  and  capabilities,  something  he  called  “the  Karen 
Effect.”  We  disagreed,  believing  that  the  necessary  skills  to  facilitate  and  record 
consultations  can  be  taught  and  learned  by  others.  In  1999,  The  BCC  director  decided  to 
create  a  full  time  program  to  implement  Consultation  Planning  and  Consultation 
Recording  as  a  free  service  for  all  patients  and  physicians  at  the  clinic.  The  following 
discussion  explores  how  the  implementation  process  unfolded  and  some  of  the 
unanticipated  challenges  of  we  encountered  to  create  organizational  change. 

As  an  applied  qualitative  sociologist  with  experience  in  community-based  and 
ethnographic  research,  Car5m  Aviv  came  to  the  Breast  Care  Center  in  September  1999. 
After  a  month  of  observation,  she  began  to  work  with  patients  and  physicians  on  a  daily 
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basis.  She  also  kept  an  ethnographic  field  journal  to  record  interactions,  and  the 
emotional  work  (Hochschild  1983;  Scheff  1990)  she  experienced  with  patients,  family 
members,  and  physicians.  Adding  a  sociologist  brought  a  new  perspective  and  different 
questions  to  the  project. 

In  contrast  to  engineering  and  decision  analysis,  sociology  begins  with  different 
assumptions  about  the  social  world  (Collins  1992),  often  uses  inductive  methods  to 
conduct  research  (Glaser  and  Straus  1967),  and  proposes  alternative  ways  to  create  and 
evaluate  change  (Gottfiied  1996).  Engineers,  using  deductive,  quantitative  research 
methods,  develop  practical  and  efficient  improvements  to  existing  systems.  Decision 
analysts  strive  for  clarity  and  consensus,  tend  to  view  decisions  as  individualistic,  rational 
choices,  and  often  consciously  ignore  social  and  historical  contexts  that  drive  decision¬ 
making. 

Qualitative  sociological  research  often  aims  for  “thick  description,”  rich  details,  and 
analysis  of  natural  settings,  actors,  relationships,  and  processes  where  power  and 
knowledge  are  exercised  unequally  (Smith  1989).  Academic  sociologists  working  in  this 
tradition  advocate  recommendations  for  structural  changes  in  society,  but  they  often  fall 
short  on  proposals  for  practical  implementation.  Sometimes  the  goal  of  qualitative 
research  involves  suggesting  social  change  (DeVault  1999;  Stacey  and  Thome  1985),  and 
sometimes  it  merely  aspires  to  describe  current  conditions  to  improve  our  understanding 
of  social  settings.  Applied  sociologists  take  the  insights  of  this  discipline,  and  attempt  to 
create  small-scale  change  within  organizations,  often  using  participatory  research 
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methods.  The  addition  of  a  sociological  perspective  required  a  learning  curve  for  all 
participants,  to  create  a  shared  understanding  of  the  conditions  of  the  clinic,  a  common 
conceptual  vocabulary,  and  agreement  on  how  to  move  forward  with  the  program. 

Despite  these  disciplinary  differences,  we  saw  the  traditions  of  action  research  and 
applied  sociology  as  complementary  and  synergistic.  As  Caryn  observed  medical 
consultations  and  slowly  began  to  provide  collaborative  care  services,  the  challenge  of 
transition  from  research  to  clinical  practice  raised  several  issues.  How  can  we  pass  along 
the  skills  for  an  emerging,  innovative  method  that  combines  multiple  disciplines  How 
can  we  integrate  a  pilot  research  project  into  the  everyday  clinic  workflow  with  busy 
physicians  and  anxious  patients?  We  focus  on  two  issues  in  the  implementation  process, 
which  have  identified  new  areas  to  explore  as  we  adapt  these  methods  and  improve  our 
decision  support  tools.  One  area  involves  passing  along  important  skills  required  for 
effective  Consultation  Recording.  The  second  concerns  the  ambiguity  and  role 
negotiation  of  the  Consultation  Recorder. 

Learning  Consultation  Recording  and  Facilitation  Skills 

Initially,  Caryn  struggled  with  the  practical  aspects  of  Consultation  Recording.  How  can 
one  write  the  details  about  a  patient’s  case  that  physicians  thought  was  most  important 
(which  varies  from  physician  to  physician),  in  a  way  that  provides  value  to  the  patient? 
How  does  one  determine  what  that  value  might  be  for  patients,  whose  goals  and  needs 
differed  from  physicians?  As  she  watched  doctors  and  patients  interact,  Caryn  likened 
Consultation  Recording  to  spear  fishing.  During  a  consultation,  the  flow  of  information 
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can  rush  by  quickly,  like  a  swiftly  moving  stream.  Consultation  Recorders  have  to 
develop  sufficient  skills  to  capture  succinct  chunks  of  the  most  vital  information, 
statistics,  patient  preferences,  and  commitments  -  in  other  words,  to  carefully  watch  the 
stream  and  to  throw  their  spears  effectively  to  catch  the  right  fish.  Simultaneously, 
Consultation  Recorders  keep  the  discussion  on  track,  check  for  patient  understanding, 
help  patients  and  physicians  articulate  decisions  and  outline  concrete  next  steps. 

Juggling  all  these  communication  and  writing  tasks  proved  difficult  and  challenging. 

With  her  backgroimd  in  symbolic  interaction  and  ethnography,  Caryn  had  learned  to 
provide  as  much  detail,  nuance,  and  “thick  description”  (Geertz  1974,  Lofland  and 
Lofland  1995)  as  possible  to  understand  a  social  setting.  With  thick  description  as  her 
fi*amework,  she  did  not  know  what  to  write  on  Consultation  Records  that  would  meet  the 
diverse  needs  of  patients  and  physicians,  and  wondered  how  she  could  fit  everything  on 
one  page.  Her  stated  goal  was  to  structure  and  record  decisions,  and  capture  elements  of 
conversations.  But  she  also  wanted  to  richly  describe  and  document  interactions,  which 
created  unwieldy  consultation  records  and  differed  from  the  recording  focus.  In  contrast, 
the  physicians  wanted  a  clean,  concise,  and  succinct  Consultation  Record  that  mapped 
out  decision  trees.  Caryn’s  early  Consultation  Records  suffered  from  “too  many  spears,” 
catching  all  sorts  of  fish. 

In  the  early  consultation  records,  the  pages  were  so  cluttered  it  was  difficult  to  know  what 
to  focus  on.  Additionally,  the  decision  patients  and  physicians  made  about  treatment  was 
assumed,  but  not  explicitly  articulated.  Sometimes  physicians  wanted  clarity,  brevity, 
and  a  focus  on  the  presentation  of  statistical  risks,  while  patients  wanted  comprehensive 
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explanation  and  narrative  to  understand  their  choices.  After  trial  and  error,  we  realized 
Consultation  Recorders  need  to  balance  and  reflect  the  needs  of  both  patients  and 
physicians.  They  have  to  learn  what  important  information  needs  to  be  on  the  record,  and 
how  much  (or  how  little)  description  to  include.  They  also  need  training  and  practice  to 
learn  the  “filtering”  skills  to  identify  and  address  those  different  needs.  One  year  later. 
Consultation  Records  look  quite  different  (Figure  3). 

The  changes  in  Consultation  Records  over  time  suggest  two  insights.  First,  these  skills 
can  successfully  be  passed  on.  Caryn  learned  to  anticipate  standard  information 
physicians  give  about  diagnosis  descriptions,  surgery  and  chemotherapy  side  effects,  and 
recovery.  Filling  in  these  “data  fields”  quickly  gives  her  more  time  to  facilitate  and 
summarize  the  discussion  between  patients  and  physicians  about  treatment  options  and 
preferences.  Second,  she  learned  that  trying  to  create  a  record  of  thick  description 
hampers  her  ability  to  actively  facilitate  the  conversation,  and  is  a  more  appropriate 
strategy  for  a  participant  observer  whose  sole  focus  is  to  conduct  fieldwork.  Caryn’ s 
Consultation  Records  reflected  the  learning  curve  in  filtering,  but  also  in  negotiating  her 
role  as  a  facilitator/recorder  and  ethnographer  in  the  applied  setting. 

Negotiating  Roles 

The  Consultation  Recording  model  stipulates  a  neutral  role  in  meeting  facilitation 
(viewing  both  patients  and  physicians  as  participants  who  need  help).  Caryn  initially 
found  the  neutrality  stance  perplexing  and  imcomfortable,  given  her  training  in  medical 
sociology.  That  literature  extensively  documents  physician  dominance  in  conversations 
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(Waitzkin  1997),  the  reliance  on  professional  distancing  strategies  of  detachment, 
objectivity,  and  cultivated  neutrality  (Foucault  1994;  Lupton  1994)  and  the  persistence  of 
inequalities  based  on  age,  race,  economic  class,  sexual  orientation,  and  gender  (Lorber 
1997;  Balshem  1993).  She  questioned  the  assumption  of  neutrality,  because  power 
relationships  between  patients  and  physicians  are  so  inherently  unequal,  especially  when 
patients  are  women  (West  1993).  Given  this  inequality,  shouldn’t  the  Consultation 
Recorder  encourage  more  patient  participation?  Shouldn’t  the  Consultation  Recorder 
encourage  physicians  to  listen  more,  and  dominate  less? 

In  addition  to  these  theoretical  and  ideological  questions  about  negotiating  roles,  there 
were  pragmatic  tasks  to  address.  Karen  Sepucha  moved  across  the  country.  Caryn  Aviv 
was  on  her  own  to  integrate  Consultation  Recording  and  expand  the  number  of 
physicians  who  used  it,  while  Karen  provided  advice  and  support  off-site.  How  did 
Caryn  want  to  play  the  role  of  the  Consultation  Recorder,  particularly  with  physicians 
who  had  never  used  the  methods?  Was  she  a  patient  advocate,  neutral  observer,  or 
physician  assistant? 

Patients  and  physicians  sometimes  seemed  to  want  different  things,  and  Caryn  brought 
more  of  a  patient  advocacy  model  to  her  work  (Aviv  1997).  Some  physicians  asked  her 
to  perform  administrative  tasks  that  facilitated  their  work  (and  increased  their 
appreciation  for  having  someone  else  in  the  room),  but  required  her  absence  from  the 
consultation  room  during  the  discussion.  Caryn  worried  that  physicians  occasionally 
enlisting  her  as  their  assistants  blurred  the  role  and  detracted  from  her  facilitation  and 
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recording  responsibilities.  Some  patients  wanted  her  to  attend  all  their  consultations  as  a 
patient  advocate  even  after  they  had  made  decisions  about  treatment.  Would  working 
with  patients  throughout  their  treatment  process  dilute  the  original  intent  of  Consultation 
Planning  and  Recording?  These  questions  about  role  clarification  and  potential 
opportimities  for  more  tools  and  support  are  areas  we  will  explore  in  future  research  as 
we  refine  collaborative  care  methods  and  train  others. 

The  implementation  lessons  we  learned  are  twofold.  Individuals  bring  different 
ideologies,  agendas,  experiences,  and  theoretical  prisms  through  which  to  understand  the 
dilemmas  of  collaborative  decision-making.  An  additional  disciplinary  perspective  added 
complexity  to  the  program,  but  also  provided  another  window  through  which  to  critically 
view  the  context  of  decision-making  and  patient-physician  interaction.  Second, 
negotiating  a  new  role,  program,  and  staff  member  into  a  busy  clinic  and  the  traditional 
dyad  of  patient-physician  relationships  is  by  no  means  easy.  With  a  role  model  (Karen 
Sepucha )  mentoring  long  distance,  Caryn  Aviv  learned  by  doing,  made  mistakes,  and 
solicited  feedback.  Combining  applied  sociology  and  Consultation  Recording  presented 
a  struggle  to  blend  divergent  roles,  theoretical  frames,  and  practical  approaches.  We 
learned  that  in  order  to  move  from  novice  to  skilled  recorder/facilitator,  implementation 
requires  building  agreement  about  roles,  extensive  observation  of  current  conditions,  and 
systematic  training  in  theory,  methods,  and  skills. 


246 


Collaborative  Care  Provides  Support  for  Patients 


We  currently  collect  quantitative  data  from  patient  surveys  that  are  completed  after 
Consultation  Recording,  which  assess  satisfaction  with  consultation  planning  and 
satisfaction  with  the  physician  consultation.  We  have  also  conducted  several  focus 
groups  to  collect  qualitative  data  and  suggestions  for  program  improvement.  Our 
preliminary  data  suggest  that  patients  strongly  appreciate  and  benefit  from  the  Program 
for  Collaborative  Care.  Patients  have  written  that  they  felt  relieved  another  person  was  in 
the  room  to  step  in  when  they  were  feeling  lost,  overwhelmed,  or  scared.  Others  have 
provided  detailed  impressions  of  their  experience  and  suggestions  for  bringing  the 
program  to  other  breast  cancer  clinics. 

Two  patients  commented. 


“I  think  the  most  helpful  aspect  was  what's  called  collaborative  care. 
There's  a  woman  who,  before  my  appointment,  she  sat  with  me  and  asked 
me  a  lot  of  questions  [about]  what  I  knew  and  elicited  the  information  that 
I  had  already  found  out,  and  then  did  a  flow  chart.  We  went  in  to  see  the 
doctor  and  she  was  there  and  she  took  notes  on  her  laptop.  She  reminded 
me  if  there  were  questions  that  I  had  forgotten  because  you  do.  You  know, 
all  of  a  sudden  you're  hearing  this  news  from  the  doctor  and  you  forget 
what  to  ask.  And  then  she  had  a  flow  chart  at  the  end  of  all  the 
information  that  I  had  been  given,  so  I  think  that  was  the  most  helpful 
part.  ”  Allison  S. 


"When  I  had  the  recurrence,  I  went  to  a  medical  center  for  a  second 
opinion.  I  discovered  that  there  is  a  space  in  a  medical  community  where  a 
group  of  people  developed  a  system  to  support  a  patient  and  to  listen  to  a 
patient  and  to  treat  a  patient  as  an  individual.  That  was  so  surprising,  so 
astonishing  to  me  that  in  fact  it  made  me  stop  and  realize  that  there  was  an 
absolute  another  way  of  being  treated  in  the  medical  community.  That  in 
fact  I  could  get  the  expertise  and  the  compassion  that  I  needed  to  take  me 
through  whatever  choices  that  I  made.  ”  Karen  H. 
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Our  data  suggest  that  the  Program  for  Collaborative  Care  improves  the  deeision-making 
process  for  patients  by  providing  timely  support  and  structure  to  their  medical 
consultations.  We  plan  to  create  more  comprehensive  methods  to  evaluate  the  Program 
and  assess  how  we  can  better  meet  the  needs  of  patients  and  physicians,  through  survey 
revision,  additional  focus  groups,  and  other  assessment  methods. 


Collaborative  Care  as  a  Disruptive  Innovation  for  Physicians 

The  physicians’  response  to  the  Program  for  Collaborative  Care  varied.  Currently,  two 
surgeons,  four  medical  oncologists,  and  one  radiation  oncologist  have  used  the  program 
in  their  medical  consultations.  Reactions  to  the  program  have  ranged  from  overt 
skepticism  to  indifference  to  enthusiastic  support.  We  have  learned  that  building 
consensus  about  the  practical  implementation  of  a  new  program  and  its  potential  benefit 
is  critical  to  organizational  change. 

We  conducted  individual  interviews  with  each  physician  in  May  2000,  to  assess  the 
implementation  process  and  solicit  direct,  critical  feedback.  From  the  physician 
perspective.  Consultation  Plaiming  and  Recording  methods  raises  issues  of  infringing 
upon  professional  autonomy,  the  effectiveness  of  physicians’  interaction  skills,  and  the 
question  of  disruptive  intrusion  into  the  medical  consultation.  As  Caryn  struggled  with 
the  Consultation  Recorder’s  role,  so  did  physicians.  Some  physicians  wanted 
Consultation  Recorders  to  step  in  frequently  to  clarify,  keep  conversations  on  track,  and 
summarize,  while  others  preferred  an  observer/recorder  who  did  not  interrupt  the  flow  of 
conversation.  Some  physicians  seemed  defensive  or  irritated  when  she  accompanied 
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patients  into  the  consultation.  One  physician  said  that  while  Consultation  Plans  were 
useful  for  anticipating  patients’  questions  and  concerns,  Consultation  Recording  implied 
a  deficit  in  her  own  communication  skills.  Having  a  third  party,  she  explained, 
undermined  her  authority  as  a  physician  and  facilitator,  and  she  didn’t  think  she  needed 
it.  Consequently,  Caryn  adapted  the  level  of  active  facilitation  to  address  physician 
needs,  and  in  some  cases,  abandoned  facilitation  altogether  to  promote  more  physician 
support  for  the  program.  While  this  strategy  lessened  conflict,  she  sometimes  questioned 
whether  her  work  actively  promoted  more  collaborative  decision-making  between 
physicians  and  patients. 

Consultation  Recording  requires  establishing  cooperative  relationships  with  physicians  to 
encourage  their  participation,  while  paradoxically  challenging  their  unquestioned 
authority.  To  facilitate  a  productive  meeting.  Consultation  Recorders  often  need  to 
interrupt,  clarify,  and  reiterate  complex  information,  which  can  raise  the  hackles  of 
physicians  who  might  have  different  ideas  about  the  definition  of  non-intrusive 
facilitation.  If  the  Program  for  Collaborative  Care  becomes  implemented  elsewhere. 
Consultation  Recorders  need  to  develop  relationships  with  the  physicians,  to  explain  the 
program,  observe  diverse  interaction  styles,  and  solicit  suggestions  for  how  to  best  meet 
their  particular  needs  prior  to  stepping  into  the  Consultation  Recording  role.  They  will 
need  to  aecommodate  to  individual  physicians’  needs  and  interaction  styles  to  work 
effectively  and  collaboratively.  Variation  in  physician  interaction  style  requires 
flexibility,  adaptation,  and  a  wider  array  of  tools  at  their  disposal  to  promote 
eollaborative  decisions  with  patients. 
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From  Implementation  Back  to  Research 

After  one  year  of  implementation,  we  have  identified  several  areas  for  future  research  to 
improve  our  tools  and  methods  for  critical  medical  decision-making  consultations, 
including.  These  include  comprehensive  patient  support,  more  physician  preparation  and 
logistical  support,  better  tools  to  record  consultations,  and  better  ways  to  translate  clinical 
evidence  into  usable  patient  information.  Based  on  the  feedback  from  physicians,  we 
realize  that  they  need  more  help  to  engage  patients  collaboratively.  Consultation 
Recording  is  time-intensive,  challenging  to  implement  with  physicians,  and  requires 
significant  time  and  resources  to  train  facilitators.  One  goal  is  to  improve  the  quality  of 
collaborative  breast  cancer  treatment  decision-making  by  improving  the  decision  support 
tools  physicians  use  in  their  consultations.  Future  research  will  focus  on  how  to 
transition  collaborative  care  to  non-facilitated  tools  and  methods,  in  order  to  reduce  cost, 
streamline  the  process,  take  advantage  of  new  technologies,  and  promote  easy  replication. 

We  have  also  identified  a  gap  in  the  decision  and  emotional  support  for  women  with 
metastatic  breast  cancer  (which  has  spread  to  other  parts  of  the  body)  and  their 
physicians,  who  often  face  very  different  decisions  about  treatment  and  end  of  life  issues 
(Mamo  1999).  The  culture  of  medicine  and  patient’s  fears  about  their  own  mortality  pose 
challenging  barriers  to  openly  discussing  the  risks  and  benefits  of  end  stage  treatment 
options  and  feelings  about  end-of-life  issues  (Larson  2000;  The  2000).  Future  research 
will  use  ethnographic  and  action  research  methods  to  examine  how  oncologists  and 
patients  currently  navigate  this  process,  to  assess  how  collaborative  care,  in  conjunction 
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with  new  emotional  and  psychological  support  interventions,  might  address  the  needs  of 
patients,  physicians,  and  families  facing  metastatic  cancer  and  the  dying  process. 

We  have  found  action  research  to  be  a  useful  approach  to  the  formulation, 
implementation  and  assessment  of  interventions  in  breast  cancer  decision-making.  Our 
partnership  between  researchers  and  clinicians  has  yielded  fruitful  interventions  that  try 
to  help  patients  and  physicians  navigate  the  complexities  of  communication,  information, 
and  treatment  options.  Action  research  provided  a  framework  to  describe  the  challenges 
patients  and  physicians  face  in  making  treatment  decisions.  It  also  helped  us  develop  a 
viable  intervention  (Consultation  Recording)  with  a  motivated  client  based  on  our 
analysis  of  patient  and  physician  needs.  Finally,  we  used  this  approach  to  implement  the 
intervention  into  a  busy  clinic,  and  to  evaluate  the  transition  from  research  to  a  full-time 
program.  We  identified  some  key  tasks  that  are  necessary  to  move  an  action  research 
project  from  research  into  practice,  to  insure  successful  implementation  that  sticks.  We 
learned  about  core  skills  necessary  to  train  future  effective  Consultation  Recorders,  how 
to  identify  and  recruit  patients,  how  to  incorporate  physicians,  and  how  to  modify  our 
methods  to  fit  physician  style.  Action  research  also  helped  us  identify  new  areas  of  need 
for  better  patient  and  physician  support. 

This  case  study  makes  two  claims.  First,  an  action  research  framework  can  successfully 
help  researchers  and  their  clients  identify  needs,  develop  and  implement  interventions, 
and  assess  their  value  in  changing  the  status  quo.  Our  experience  suggests  that  this 
approach  (while  by  no  means  easy)  helped  us  address  a  significant,  persistent  problem  in 
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health  care,  changed  how  patients  and  physicians  interact,  and  facilitated  more 
collaborative  decision-making.  Second,  action  research  can  create  a  feedback  loop  to 
further  identify  and  address  emerging  needs  in  an  applied  health  care  setting.  If  they 
successfully  manage  the  tensions  between  academia  and  organizational  needs, 
sociologists,  anthropologists,  and  other  health  researchers  can  pragmatically  address 
important  social  problems.  Action  research  can  be  used  to  expand  research  projects 
beyond  their  initial  parameters,  sustain  research  relationships,  and  affect  the  way  patients 
and  physicians  negotiate  care  in  rapidly  changing,  complex  social  settings. 
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Undesirable  Fear,  shock,  denial 


Figure  1 :  Three  main  barriers  to  collaborative  decision-making  in  breast  cancer 
consultations  and  the  factors  that  contribute  to  these  barriers.  [Reproduced  with 
permission  ffom(Sepucha  1999).] 


INPUT  PROCESS  OUTPUT 


Physician  reviews 
medical  chart  and 
Consultation  Plan 


Patient  creates 
Consultation  Plan 


Contracting 

Agenda 

Mapping 

Commitments 

Debrief 


Physician  dictates  note 
for  medical  chart 


Patient  and  physician 
recieve  copy  of 
Consultation  Record. 


Figure  2:  The  Flow  of  a  Medical  Consultation  with  Consultation  Recording. 
[Reproduced  with  permission  from(Sepucha  1999).] 
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Consultation  Record  for  Ms.  B 


1 .  History  and 
Exam 


The  DCIS  is  in  the 
upper  outer 
quadrant. 
Everything  else 
looks  fine  on 
exam. 


2.  Diagnosis 


DCIS  has  the 
potential  to 
become 
cancer,  but 
there  is  no 
threat  to  my 
life  right  now. 


3.  Treatment 
Options 


4.  Consequences  and  Side 
Effects 


Lumpectomy 


clean  margin  of  tissue, 
greater  than  1  cm 


close  or  positive  margins 


radiation  for  6  weeks,  side 
effects  are  redness,  fatigue 


possibly  Tamoxifen 


re-excision,  then  radiation 
and  possibly  Tamoxifen 


Side  effects:  mood 
swings,  hot  flashes,  small 
increased  risk  of  uterine 
cancer. 


Dr.  A  thinks  this  option  isn't 

Mastectomy  _ ^  necessary  if  I  don't  want  to 

pursue  it. 


5  My  I'd  like  to  avoid  a  ^  more  about  radiation  and 

Preferences  mastectomy.  Tamoxifen  before  making  a  decision. 


6.  Decision  and 
Next  Steps 


Dr.  A  and  I  agree  that  I  will  have  a 
lumpectomy  and  will  meet  for 
follow  up  to  discuss  further 
treatment. 


I  can  schedule  surgery  today  and  an 
appointment  with  the  nurse  practitioner  to 
learn  more  about  radiation  and  Tamoxifen. 


Figure  3:  A  Consultation  Record  after  One  Year  of  Program  Implementation 
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Appendix  U 

Clinical  Trials  In  Breast  Cancer  -  A  Survey  For  Patients  With  Breast  Cancer 

This  survey  is  being  given  to  patients  with  breast  cancer.  It  is  designed  to  understand  concerns  that  patients  may 
have  about  clinical  trials,  or  research  involving  patients.  Some  questions  may  not  reflect  your  particular 
situation.  Please  answer  these  questions  as  best  as  you  can. 

Please  circle  the  most  appropriate  number  ranging  from  1  (strongly  disagree)  to  5  (strongly  agree)  or  place 
a  mark  in  the  last  column  if  you  do  not  know  or  do  not  have  an  opinion  about  the  particular  statement.  Also 
indicate  how  important  this  issue  is  to  you  by  circling  the  most  appropriate  number  ranging  from  1  (not 
important)  to  5  (very  important).  Thank  you! 


Strongly  Strongly  I  Don't 

Disagree  ■►Agree  Know 


1. 

I  would  like  to  participate  in  a  clinical  trial,  but  would  not  be  able 
to  because  English  is  not  my  native  language. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

2. 

I  have  enough  information  about  clinical  trials  to  make  a  good 
decision  about  being  in  a  trial 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

3. 

Clinical  trial  information  is  available  on  the  Internet,  and  I  would 
use  it  to  find  out  more  about  available  trials. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

1 

Being  in  a  clinical  trial  would  limit  my  choices  for  future 
treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

5. 

I  will  get  my  needed  treatment  as  soon  as  possible  if  I  am  on  a 
trial. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

6. 

In  a  clinical  trial,  I  am  able  to  see  my  regular  doctors. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

7. 

If  my  doctor  does  not  suggest  looking  into  clinical  trials,  they  are 
probably  not  right  for  me. 

1 

2 

3 

5 

8. 

My  doctor  may  not  want  me  to  participate  in  a  trial 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

9. 

I  may  not  have  all  my  questions  answered  if  I  am  in  a  trial. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

10. 

If  I  am  in  a  trial  I,  may  have  to  spend  extra  time  having  more 
tests  and  doctor  visits. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

■ 

5 

11. 

On  a  clinical  trial  I  may  have  to  spend  more  money  on 
transportation  and  childcare  and  may  lose  more  income  due  to 
time  away  from  work  than  I  would  on  standard  treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

4 

5 
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Strongly  Strongly 

Disagree  ^  ^  -►Agree 


12. 

If  I  am  in  a  clinical  trial,  my  insurance  company  might  not  cover 
the  cost  of  my  treatment  and  I  might  have  to  pay  more  money 
myself. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

5 

13. 

I  may  have  more  harmful  side  effects,  or  become  more  sick,  if  I 
am  in  a  clinical  trial  than  I  would  with  standard  treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

14. 

I  would  have  more  stress  if  I  participated  in  a  clinical  trial  than  if 

I  had  standard  treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

15. 

I  would  not  want  to  participate  in  a  clinical  trial  because  it  would 
be  a  constant  reminder  that  I  have  breast  cancer. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

■ 

5 

16. 

Psychological  and  quality  of  life  issues  would  be  better 
addressed  on  a  clinical  trial  than  on  standard  treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

■ 

5 

17. 

New  drugs  and  treatments  for  breast  cancer  may  not  be  much 
better  than  older,  standard  dmgs  and  treatments. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

18. 

If  I  am  in  a  trial  that  looks  at  a  new  drug,  I  might  have  worse  side 
effects. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

19. 

If  I  participate  in  a  randomized  study,  where  I  am  assigned  to  one 
of  two  or  more  treatments  by  chance,  my  treatment  might  not  be 
as  good  as  regular  treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

20. 

I  would  like  to  know  what  treatment  I  am  signing  up  for  and 
therefore  would  not  want  to  be  randomized,  or  assigned  to  one  of 
two  or  more  treatments  by  chance. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

21. 

I  would  have  no  control  over  my  medical  decisions  if  I 
participated  in  a  clinical  trial. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

22. 

Participating  in  a  clinical  trial  would  make  my  medical  records 
less  confidential. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

23. 

The  area  of  alternative  medicine  (such  as  holistic,  homeopathic  or 
herbal  medicines)  should  be  studied  in  clinical  trials. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

■ 

5 

24. 

There  is  not  enough  known  about  alternative  medicine  for  me  to 
participate  in  a  tri^  testing  alternative  medicine. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

■ 

5 

I  Don't 
Know 
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Strongly  Strongly  I  Don't 

Disagree  ^  ^  ^  ^  Agree  Know 


25. 

I  would  not  want  to  be  in  a  study  of  alternative  medicine  where  I 
would  not  able  to  choose  my  own  treatment. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

26. 

A  clinical  trial  can  test  the  effects  of  alternative  medicine 
combined  with  regular  medicine. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

27. 

A  study  with  alternative  medicine  would  limit  my  choices  for 
regular  therapy  in  the  future. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

1 

5 

28. 

If  I  was  in  a  study  of  alternative  medicine,  my  doctors,  friends 
and  family  may  think  I  made  a  bad  decision. 

How  Important  is  this  to  you  Not  1  2  3  4  5  Very 

1 

2 

3 

■ 

5 
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^'''awNS^ 


University  of  California,  San  Francisco 

96754:  Questionnaire  about  Clinical  Trials  for  Breast  Canc\ 

Consent  To  Be  A  Research  Subject 


^APPROVED 

JAN  2  1 1399 

it. 

APPROVAL 

3 


PURPOSE  AND  BACKGROUND 


Dr.  Debasish  Tripathy  and  associates  are  conducting  a  research  study  to  determine  how 
patients  feel  about  clinical  trials  and  the  investigation  of  new  treatments  for  breast  cancer. 
New  developments  in  treatments  for  breast  cancer  must  be  understood  and  proven  through 
a  series  of  studies  called  clinical  trials.  These  studies  involve  giving  new  treatments  to 
patients  and  examining  the  effect  on  improving  patients  conditions  as  well  as  side  effects  of 
treatments.  Sometimes,  one  treatment  is  compared  to  another  in  a  kind  of  trial  called  a 
randomized  trial  where  the  patient  will  receive  one  of  two  or  more  treatments  and  is 
assigned  to  their  treatment  by  chance.  Neither  the  patient  nor  the  doctor  can  choose  which 
treatment  will  be  given  in  this  case.  Newer  drugs  and  alternative  or  traditional  medicines 
also  need  to  be  examined  in  clinical  trials  before  they  can  be  shown  to  be  effective,  or 
found  not  to  work.  Most  patients  with  breast  cancer  do  not  participate  in  clinical  trials  for 
many  different  reasons.  This  study  will  attempt  to  find  out  what  those  reasons  are  by 
asking  certain  questions  to  patients  with  breast  cancer.  My  medical  records  will  be 
reviewed  to  see  if  there  is  a  connection  between  my  condition  and  the  reasons  for  not 
participating  in  clinical  trials.  I  am  being  asked  to  participate  in  this  study  because  I  have 
breast  cancer. 


PROCEDURES 

If  I  participate  in  this  study,  the  following  events  will  happen: 

1 .  I  will  be  given  a  questionnaire  about  clinical  trials  that  will  take  about  15  minutes  to 
fill  out. 

2 .  My  medical  records  will  be  reviewed  to  provide  information  about  my  background  and 
my  medical  health. 


RISKS  AND  DISCOMFORT 

Some  of  the  questions  in  the  questionnaires  may  make  me  uncomfortable  or  upset,  but  I  am 
free  to  decline  to  answer  any  questions  I  do  not  wish  to,  or  discontinue  my  participation  at 
any  time. 


FINANCIAL  RISKS 

I  will  not  be  charged  or  incur  any  cost  for  participating  in  this  study. 


BENEFITS 

I  will  receive  no  direct  benefit  from  being  in  this  study.  It  is  hoped  that  the  information  I  and 
others  provide  will  help  to  understand  some  of  the  concerns  patients  have  about  clinical  trials. 


Revised  8-12-97 
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CF  96754  Quest  Clin  Trial-  Breast 


ALTERNATIVE 


I  may  decide  not  to  participate  in  this  study.  My  treatment  options  and  treatment  will  not  be 
affected. 


REIMBURSEMENT 

I  will  not  be  reimbursed  for  my  participation  in  this  study. 

QUESTIONS 

The  member  of  the  staff  who  signed  below  has  discussed  this  study  with  me  and  I  have 
been  given  the  opportunity  to  ask  questions  which  have  been  answered  to  my 
satisfaction.  If  I  have  any  further  questions  regarding  this  study,  I  should  contact 
Dr.  Debasish  Tripathy  at  415-885-3700. 

If  for  some  reason  I  do  hot  want  to  call  the  investigators,  I  may  contact  the  Committee  on 
Human  Research,  which  is  concerned  with  the  protection  of  volunteers  in  research 
projects.  I  may  reach  the  Committee  office  between  8:00  a.m.  and  5:00  p.m.  by  calling 
(415)  476-1814  or  by  writing:  Committee  on  Human  Research,  P.O.  Box  0962, 
University  of  California,  San  Francisco,  California,  94143. 


CONFIDENTIALITY 

Participation  in  research  will  cause  a  loss  of  privacy,  but  my  medical  records  will  be  kept  as 
confidential  as  is  possible.  No  individual  identities  will  be  disclosed  in  any  report  or 
publication  resulting  from  this  work.  All  or  part  of  my  medical  records  may  be  reviewed 
and  analyzed  by  the  U.S.  Department  of  Defense  (Sponsors  of  this  project),  and 
representatives  of  the  University  of  California  responsible  for  overseeing  research. 


CONSENT 

Participation  in  research  is  voluntary.  I  have  the  right  to  withdraw  from  the  study 
at  any  time,  and  withdrawing  will  not  jeopardize  my  future  medical  care.  My  participation 
may  be  ended  at  any  time  with  or  without  my  consent.  If  I  wish  to  participate,  I  should 
sign  below.  I  have  been  given  a  signed  copy  of  the  consent  form. 


Signature  of  Participant  Date 

Signature  of  Person  Obtaining  Consent  Date 

I  certify  that  this  is  an  accurate  and  true  translation. 

Signature  of  Translator's  Translator's  Typed 


Address 


Telephone  TELEFAX  Number 


Revised  8-12-97 
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UNIVERSITY  OF  CALIFORNIA,  SAN  FRANCISCO 
EXPERIMENTAL  SUBJECT’S 
BELL  OF  RIGHTS 


The  rights  below  are  the  rights  of  every  person  who  is  asked  to  be  in  a  research 
study.  As  an  experimental  subject  I  have  the  following  rights; 

1)  To  be  told  what  the  study  is  trying  to  find  out, 

2)  To  be  told  what  will  happen  to  me  and  whether  any  of  the 
procedures,  drugs,  or  devices  is  different  from  what  would  be  used 
in  standard  practice, 

3)  To  be  told  about  the  frequent  and/or  important  risks,  side  effects,  or 
discomforts  of  the  things  that  will  happen  to  me  for  research 
purposes, 

4)  To  be  told  if  I  can  expect  any  benefit  from  participating,  and,  if  so, 
what  the  benefit  might  be, 

5)  To  be  told  of  the  other  choices  I  have  and  how  they  may  be  better  or 
worse  than  being  in  the  study, 

6)  To  be  allowed  to  ask  any  questions  concerning  the  study  both  before 
agreeing  to  be  involved  and  during  the  course  of  the  study, 

7)  To  be  told  what  sort  of  medical  treatment  is  available  if  any 
complications  arise, 

8)  To  refuse  to  participate  at  ail  or  to  change  my  mind  about 
participation  after  the  study  is  started.  This  decision  will  not  affect 
my  right  to  receive  the  care  I  would  receive  if  I  were  not  in  the 
study, 

9)  To  receive  a  copy  of  the  signed  and  dated  consent  form, 

10)  To  be  free  of  pressure  when  considering  whether  I  wish  to  agree  to 
be  in  the  study. 


If  I  have  other  questions  I  should  ask  the  researcher  or  the  research  assistant.  In 
addition,  I  may  contact  the  Committee  on  Human  Research,  which  is  concerned 
with  protection  of  volunteers  in  research  projects.  I  may  reach  the  committee 
office  by  calling:  (415)  476-1814  from  8:00  AM  to  5:00  PM,  Monday  to  Friday, 
or  by  writing  to  the  Committee  on  Human  Research,  Box  0962,  University  of 
California,  San  Francisco,  CA  94143. 

Call  476-1814  for  information  on  translations. 

12\91 
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Appendix  W 


\ 


Clinical  Trials  in  Breast  Cancer  -  A  Survey  for  Caregivers 

This  is  an  anonymous  survey  being  given  to  care  providers  that  work  with  patients  who  may  be 
eligible  for  clinical  trials.  We  are  attempting  to  identify  potential  obstacles  to  accrual  to  trials  based  on 
concerns  that  caregivers  have  regarding  various  issues.  Please  circle  the  most  appropriate  number 
ranging  from  1  (not  significant)  to  5  (very  significant)  as  they  apply  to  your  level  of  concern 
across  the  spectrum  of  past  and  present  clinical  trials  in  breast  cancer  widi  which  you  are  familiar. 


Not  Extre 

Significant  Sianii 

mely 

leant 

1. 

The  control,  or  standard  arm  in  a  controlled  trial  may 
offer  inadequate  therapy  for  some  patients. 

1 

2 

3 

m 

5 

2. 

Eligibility  criteria  for  trials  are  too  restrictive. 

1 

2 

3 

4 

5 

3. 

Controlled  trials  may  contain  an  experimental  arm  that  is 
likely  to  produce  a  worse  outcome  or  have  worse  toxicity 
without  any  benefit. 

1 

2 

3 

■ 

5 

m 

Important  areas  of  uncertainty  in  breast  cancer  treatment 
are  not  addressed  by  clinical  trials. 

1 

2 

3 

!■ 

5 

5. 

New  approaches  being  studied  in  clinical  trials  are  not 
fundamentally  different  from  current  standard  care  and 
are  not  likely  to  show  clinical  improvements  in  breast 
cancer. 

1 

2 

3 

■ 

5 

6. 

The  clinical  trial  process  is  too  slow  to  answer  questions 
as  treatment  options  and  new  agents  emerge. 

1 

2 

3 

m 

5 

7. 

New  agents  may  have  unacceptable  short  and  long  term 
side  effects  and  clinical  trials  are  not  designed  to  properly 
assess  these  side  effects. 

1 

2 

3 

m 

5 

8. 

New  agents  may  be  found  to  have  very  small  benefits  at 
costs  that  neither  patients  nor  the  healft  care  system  in 
general  can  afford. 

1 

2 

3 

m 

5 

9. 

Clinical  trials  do  not  study  cost  effectiveness. 

1 

2 

3 

5 

10. 

Patients  may  already  want  treatment  with  one  of  the  arms 
and  would  not  want  to  be  randomized. 

1 

2 

3 

m 

5 

11. 

Clinical  trials  may  be  too  inconvenient  and  time 
consuming  for  certain  patients. 

1 

2 

3 

5 

12. 

The  clinical  trial  process  is  too  stressful  for  the  patient. 

1 

2 

3 

5 

13. 

Clinical  trials  cost  too  much  for  the  patient. 

1 

2 

3 

4 

5 

14. 

Enrolling  a  patient  on  a  trial  can  interfere  with  other 
aspects  of  medical  care. 

1 

2 

3 

IB 

5 

15. 

Enrolling  a  patients  on  a  trial  may  delay  needed  therapy 
for  breast  cancer. 

1 

2 

3 

IB 

5 

16. 

Participation  in  a  clinical  trial  may  cause  the  patient  to  lose 
follow-up  with  or  change  care  from  the  referring 
specialist  and  primary  care  providers. 

1 

2 

3 

4 

5 

17. 

A  patient's  qudity  of  life  may  not  be  reliably  measured  in 
a  clinical  trial. 

■ 

2 

3 

IB 

5 

18. 

Participation  in  a  clinical  trial  assessing  a  new  agent  may 
limit  future  treatment  options. 

1 

2 

3 

IB 

5 

19. 

Patients  participating  in  clinical  trials  may  not  directly 
benefit  from  them. 

1 

2 

3 

IB 

5 
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Not  Extremely 

Significant  Significant 

20. 

Consent  forms  and  protocols  may  be  difficult  for  many 
patients  to  understand. 

1 

2 

3 

m 

5 

21. 

Consent  forms  may  be  misleading  to  patients  and  may  not 
discuss  standard  treatment  options. 

1 

2 

3 

5 

22. 

Many  patients  want  to  participate,  but  are  not  eligible  for 
any  clinical  trials. 

1 

2 

3 

m 

5 

23. 

Enrolling  a  patient  on  a  trial  can  take  extra  staff  time  and 
add  cost  to  the  practice. 

1 

2 

3 

4 

5 

24. 

I  do  not  have  enough  information  on  clinic^  trials  readily 
available  to  offer  trials  to  all  eligible  patients. 

1 

2 

3 

m 

5 

25. 

The  area  of  alternative  medicine  (such  as  holistic, 
homeopathic  or  herbal  medicines)  should  be  studied  in 
clinical  trials 

1 

2 

3 

m 

5 

26 

Not  enough  is  known  about  alternative  medicine  to  yet 
justify  clinical  trials  in  this  area. 

1 

2 

3 

m 

5 

27. 

Some  patients'  beliefs  in  alternative  medicine  are  too 
strong  for  them  to  participate  in  clinical  trials  examining 
this  approach. 

1 

2 

3 

m 

5 

28. 

Clinic^  trials  may  not  be  able  to  test  standard  approaches 
in  conjunction  with  alternative  medicine. 

1 

2 

3 

m 

5 

29. 

Clinical  trials  in  alternative  medicine  may  interfere  with 
other  aspects  of  patient  treatment  and  care. 

30. 

Participation  in  a  clinical  trial  with  alternative  medicine 
may  cause  a  loss  of  credibility  to  the  patient  and  the 
patient's  caregivers. 

1 

2 

3 

m 

5 

Please  answer  the  following  demographic  questions  by  circling  the  correct  answer  or  filling 
in  the  blank. 

3 1 .  How  old  are  you? 

25-30  30-35  35-40  40-45  45-50 

55-60  60-65  65-70  70  + 

3  2 .  What  is  your  area  of  practice/interest? 

Nursing  Surgery/Surgical  Oncology  Medical  Oncology 

Radiation  Oncology  Reconstruction  Surgery  Radiology 

Pathology  General  Medicine  Lab  Research  Only 

Other  (please  specify) _ 

33.  Do  you  currently  counsel  patients  about  clinical  trials  in  any  way? 

Yes _  No _ 


34.  If  yes,  how  many  patients  do  you  counsel  in  one  year?  _ 

35.  If  you  are  a  clinician,  what  is  your  practice  setting? 

Academic  Practice  Private/Outpatient  Practice  HMO 

Hospital  Practice 
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Please  answer  the  following  questions. 


1 .  What  areas  of  uncertainty  in  breast  cancer  treatment  are  well  represented  in  clinical  trials? 


2 .  What  areas  of  uncertainty  in  breast  cancer  treatment  are  poorly  represented  in  clinical  trials? 


3 .  What  are  the  major  problems  with  eligibility  criteria  in  clinical  trials? 


4 .  What  are  the  principle  administrative  problems  with  clinical  trials? 


5 .  What  are  the  principle  cost  problems  with  clinical  trials? 


6 .  List  some  major  problems  with  Phase  I/n  trials  assessing  new  drugs: 


7 .  List  some  problems  and  concerns  you  may  have  with  trials  examining  alternative  medicines: 
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Appendix  X 


Physician  Attitudes  to  Clinical  Trials 


Attitudes  to  Clinical  Trials  in  General 

Issues  regraded  as  impediments 

10  Pt  may  prefer  one  arm,  refuse  randomization 

Overall 

Mean  Score  | 

P 

4  *1  *** 

Subgroups 

Significant  Difrerentials§ 

23  CT  takes  staff  time 

4,0  *** 

11  Ineonvenient,  time-consuming  for  some  pts. 

3.6  *** 

Issues  regarded  as  not  being  impediments 

15  May  delay  needed  therapy 

2.0  *** 

Private  practice 

13  Cost  too  much  for  pt. 

2.2  *** 

7  Side  effects  of  new  agents  not  assessed 

Older 

18  Limits  future  Tx  options 

2.3  *** 

16  Patient  may  be  lost  to  referring  MD. 

Private  practice 

14  Interferes  with  other  aspects  of  care 

Private  practice 

24  Not  enough  information  to  offer  CT 

2.5  ** 

Private  practice 

6  CT  process  is  too  slow  to  answer  questions 

2.6  ** 

5  New  aproaches  are  not  different  from  standard. 

2.6  ** 

17  Quality  of  life  not  reliably  measured 

■KB 

12  Too  stressful  for  pt. 

2.7  * 

Private  practice 

Issues  with  no  significant  overail  agreement  or  disagreement 

4  Important  areas  of  uncertainty  not  addressed 

2.7 

19  No  direct  benefit  to  patients  on  CT 

2.7 

9  Do  not  study  cost  effectiveness 

2.8 

21  Consent  forms  misleading 

2.8 

Private  practice 

8  Small  benefits  or  new  Tx  relative  to  costs 

2.9 

3  Experimental  arm  may  do  worse 

3.0 

2  Eligibility  criteria  are  too  restrictive 

3.0 

1  Control  arm  may  offer  inadequate  Tx 

3.1 

20  Consent  difficult  for  pt.  to  understand 

3.2 

22  Many  pts.  Are  willing  but  not  eligible 

3.2 

Counsel  patients 

Attitudes  to  Clinical  Trials  of  Alternative  Medicine 

Overall,  respondents  did  not  find  impediments  to  CT  of  Alt.  Med. 

Issues  regarded  as  not  being  impediments  to  CT  of  Alt  Med. 

26  Not  enough  is  know  to  justify  CT 

2.3 

30  Loss  of  credibility  to  pt.  and  her  MD 

2.4 

Older 

28  CT  can't  test  standard  along  with  Alt.  Med. 

2.6 

Respondents  neither  agreed  nor  disagreed  on  the  following 

25  CT  should  Study  Alt.  Med. 

mm 

Older,  non-HMO 

27  Some  patient's  beliefs  are  too  strong 

2.9 

29  Interferes  with  other  aspects  of  Tx 

2.9 

Older 

For  questions  printed  in  italics,  low  scores  indicate  impediments.  In  other  questions,  high  scores  indicate  impediments 


I  Mean  response  on  a  scale  where  l=Disagree  strongly,  5=Agree  strongly. 

t  Significant  differences  from  the  midpoint  ( 3)  are  noted  by  *  (P<0.05),  **  (P<0.01)  or  ***  (P<0.001). 

§  Where  a  respondent  subgroup  is  listed,  there  was  a  significant  correlation  between  an  attribute  and  response  to  the  question. 
§  In  all  cases,  the  subgroup  listed  is  the  one  reflecting  higher  impediment  to  CT. 
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Following  are  the  scores  of  the  survey  questions  given  to  caregivers  listed  in  order  from  highest  to 
lowest.  The  highest  possible  score  was  a  5  which  meant  that  die  caregiver  thought  the  issue  was 
extremely  significant.  A  score  of  1  meant  that  the  issue  was  not  significant. 

The  left  column  contains  the  rank  of  scores  from  1  to  15  (highest  to  lowest).  When  questions 
received  the  same  score,  they  were  given  the  same  rank  number  and  hsted  in  order  of  how  they 
appeared  on  the  survey.  The  number  in  parenthesis  is  the  number  of  the  original  question.  The  next 
column  contains  the  question  that  the  caregivers  scored.  The  third  column  is  the  mean  score  the 
question  received.  The  last  column  indicates  how  many  people  answered  the  question. 


Rank  (original  ?  #)  /  Question  given  to  caregiver _ Mean  Score  /  Count 


1(10) 

Patients  may  already  want  treatment  with  one  of  the  arms  and  would 
not  want  to  be  randomized. 

4.1 

67 

2  (23) 

Enrolling  a  patient  on  a  trial  can  take  extra  staff  time  and  add  cost  to 
the  practice. 

fl 

66 

3(11) 

Clinical  trials  may  be  too  inconvenient  and  time  consuming  for 
certain  patients. 

3.6 

m 

4  (22) 

Many  patients  want  to  participate,  but  are  not  eligible  for  any  chnical 
trials. 

3.2 

66  1 

4(20) 

Consent  forms  and  protocols  may  be  difficult  for  many  patients  to 
understand. 

66 

5(10) 

The  control,  or  standard  arm  in  a  controlled  trial  may  offer 
inadequate  therapy  for  some  patients. 

3.1 

67 

6(2) 

Eligibility  criteria  for  trials  are  too  restrictive. 

3 

67 

■ 

Controlled  trials  may  contain  an  experimental  arm  that  is  likely  to 
produce  a  worse  outcome  or  have  worse  toxicity  without  any 
benefit. 

3 

67 

7(8) 

New  agents  may  be  found  to  have  very  small  benefits  at  costs  that 
neither  patients  nor  the  health  care  system  in  general  can  afford. 

2.9 

67 

7(27) 

Some  patients'  behefs  in  alternative  medicine  are  too  strong  for  them 
to  participate  in  clinical  trials  examining  this  approach. 

2.9 

65 

7(29) 

Clinical  trials  in  alternative  medicine  may  interfere  with  other  aspects 
of  patient  treatment  and  care. 

2.9 

60 

8(9) 

Clinical  trials  do  not  study  cost  effectiveness. 

2.8 

67 

8(21) 

Consent  forms  may  be  misleading  to  patients  and  may  not  discuss 
standard  treatment  options. 

2.8 

66 

Important  areas  of  uncertainty  in  breast  cancer  treatment  are  not 
ad^essed  by  clinical  trials. 

mi 

67 

in 

The  clinical  trial  process  is  too  stressful  for  the  patient. 

mi 

67 

9(17) 

A  patient's  quahty  of  life  may  not  be  reliably  measured  in  a  clinical 
trid. 

■ 

67 

9  (19) 

Patients  participating  in  clinical  trials  may  not  directly  benefit  from 
them. 

mi 

67 

9(25) 

The  area  of  alternative  medicine  (such  as  holistic,  homeopathic  or 
herbal  medicines)  should  be  studied  in  clinical  trials 

im 

H 

10(5) 

New  approaches  being  studied  in  clinical  trials  are  not  fundamentally 
different  from  current  standard  care  and  are  not  likely  to  show 
clinical  improvements  in  breast  cancer. 

2.6 

67 

10(6) 

The  clinical  trial  process  is  too  slow  to  answer  questions  as 
treatment  options  and  new  agents  emerge. 

67 

10(28) 

Clinical  trials  may  not  be  able  to  test  standard  approaches  in 
conjunction  with  alternative  medicine. 

■ 

64 

11(24) 

I  do  not  have  enough  information  on  clinical  trials  readily  available 
to  offer  trials  to  all  eligible  patients. 

2.5 

66 

12(14) 

Enrolhng  a  patient  on  a  trial  can  interfere  with  other  aspects  of 
medical  care. 

67 

12  (16) 

Participation  in  a  chnical  trial  may  cause  the  patient  to  lose  follow-up 
with  or  change  care  from  the  referring  specidist  and  primary  care 
providers. 

67 

12  (30) 

Participation  in  a  clinical  trial  with  alternative  medicine  may  cause  a 
loss  of  credibility  to  the  patient  and  the  patient's  caregivers. 

65 

13(7) 

New  agents  may  have  unacceptable  short  and  long  term  side  effects 
and  clinical  trials  are  not  designed  to  properly  assess  these  side 
effects. 

2.3 

66 

13  (26) 

Not  enough  is  known  about  alternative  medicine  to  yet  justify 
clinical  trials  in  this  area. 

66 

13(18) 

Participation  in  a  clinical  trial  assessing  a  new  agent  may  limit  future 
treatment  options. 

2.3 

67 

14(13) 

Chnical  tritds  cost  too  much  for  the  patient. 

67 

15  (15) 

Enrolhng  a  patients  on  a  trial  may  delay  needed  therapy  for  breast 
cancer. 

2 

66 
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■a 


Complete  a  Survey  About  Breast  Cancer  Research 


Drs.  Laura  Esserman  and  Debu  Tripathy  of  The  UCSF  Breast  Care  Center  are  conducting  a 
survey  to  understand  how  women  with  breast  cancer  feel  about  clinical  trials  (research  studies)  for 
breast  cancer  and  how  women  without  breast  cancer  feel  about  clinical  trials  for  the  prevention  of 
breast  cancer.  This  survey  will  help  us  to  understand  the  needs  of  women  with  and  without  breast 
cancer. 

If  you  choose  to  participate  in  this  survey,  please  answer  each  of  the  following  questions  as 
accurately  as  possible.  Participating  in  this  survey  is  voluntary.  The  answers  you  give  are 
confidential.  Please  do  not  put  your  name  on  this  survey.  You  are  free  to  decline  participation  at 
any  time.  If  you  have  any  questions  regarding  this  study,  you  can  contact  Fern  Hassin  at 
fern@itsa.ucsf.edu.  if  for  any  reason  you  do  not  feel  comfortable  expressing  your  concerns  to  Ms. 
Hassin,  you  may  contact  the  UCSF  Committee  on  Human  Research;  UCSF,  CHR,  Box  0962,  San 
Francisco,  CA  94143,  (415)476-1814. 

If  you  have  any  questions  about  the  data  collection  service  or  if  you  have  any  problems  with  the 
collection  forms,  please  contact  help@datstat.com. 

Thank  you  for  your  participation. 

Click  the  button  below  to  start  the  survey. 


start  the  Survey 


'4^111  Home 


272 


UNIVERSITY  OF  CALIFORNIA,  SAN  FRANCISCO 


BZRKILEV  •  DflVIS  •  IRVINE  •  LOS  ANGELES  •  RIVERSIQE  •  SAN  IIEGO  •  SAN  FRANCISCO 


:  SANTA  BARBARA  •  SANTA  CRU2 


Drs.  Laura  Esserman  and  Debu  Tripathy  of  The  UCSF  Breast  Care  Center  are  conducting  a 
survey  to  understand  how  women  with  breast  cancer  feel  about  clinical  trials  (research  studies) 
for  breast  cancer.  This  survey  will  help  us  to  understand  the  needs  of  patients  with  breast  cancer. 
In  order  to  participate,  you  must  have  received  a  diagnosis  of  breast  cancer. 


If  you  choose  to  participate  in  this  survey,  please  answer  each  of  the  following  questions  as 
accurately  as  possible.  Participating  in  this  survey  is  voluntary.  The  answers  you  give  are 
confidential.  Please  do  not  put  your  name  on  this  survey.  You  are  free  to  decline  participation  at 
any  time.  If  you  have  any  questions  regarding  this  study,  you  can  contact  Fern  Hassin  at 
fern@itsa.ucsf.edu.  If  for  any  reason  you  do  not  feel  comfortable  expressing  your  concerns  to 
Ms.  Hassin,  you  may  contact  the  UCSF  Committee  on  Human  Research:  UCSF,  CHR,  Box 
0962,  San  Francisco,  CA  94143,  (415)  476-1814. 

A.  The  first  set  of  questions  asks  for  information  about  you  and  your  health.  The  answers  to 
these  questions  will  help  us  understand  who  you  are. 

1)  Do  you  have  or  have  you  had  breast  cancer? 

Yes 

No 


2)  How  old  are  you? 


20-24 

55-59 

25-29 

60-64 

30-34 

65-69 

35-39 

70-74 

40-44 

75-79 

45-49 

80-84 

50-54 

85  and  over 

3)  Were  you  bom  in  the  United  States? 

Yes 

No 

4)  Where  do  you  live  now? 

In  U.S.  -  What  are  the  &st  three  digits  of  your  zip  code  /  / 

Out  of  U.S.  -  What  country? _ 

5)  What  is  your  racial/ethnic  identification? 

Black/African  American  Indian-subcontinent 

Chinese  Japanese 

Filipina  Korean 

Hawaiian  Latina/Hispanic 
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White/European  American 

Other 

Unknown 


Native  American 
Pacific  Islander 
Thai 

Vietnamese 

6)  What  is  your  current  relationship  status? 

Married 

Living  with  a  partner 
Divorced 
Widowed 
Single 

7)  What  is  the  highest  level  of  education  you  have  completed? 

1 1th  grade  or  less 
High  school  graduate  or  GED 
years  of  college  (AA) 

College  graduate  (BA,  BS) 

Master’s  degree  (MA,  MS) 

Advanced/graduate  degree  (PhD,  JD,  MD) 

8)  What  is  your  current  employment  status? 

Full  time  (32  hrs  or  more/wk) 

Part  time  (fewer  than  32  hrs/wk) 

Not  employed  for  pay,  but  seeking  work 
Not  employed  for  pay  and  not  seeking  work 
Retired 

9)  What  is  your  estimated  total  family  income  from  all  sources  in  your  household  (before  taxes)  for  the 
previous  year  (Jan.-Dee.  1998)? 

Less  than  $19,999 
$20,000  to  $49,999 
$50,000  to  $74,999 
$75,000  to  $149,999 
Over  $150,000 

10)  How  do  you  pay  for  your  medical  bills? 

Pre-paid  private  insurance  (HMO) 

Military  or  VA  sponsored 
Other  private  insurance 
Free  care  (clinic) 

Medicare 
Private  self  pay 
Medi-Cal 

Other;  Please  specify:  _ 

11)  How  would  you  rate  your  current  overall  health  compared  to  that  of  other  women  your  age? 

Excellent 

Good 

Average 

Poor 
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12)  Have  you  had  a  menstrual  period  during  the  past  12  months? 

Yes 

No 

13)  Do  you  have  children? 

Yes  -  How  many:  _ ,  Please  list  their  ages:  _ , _ , _ , _ , _ , _ 

No 

14)  Are  you  the  primary  caregiver  for  dependent  children  or  any  adults  that  require  care? 

Yes 

No 

15)  Do  you  have  any  of  the  following  health  conditions  at  this  time?  (Check  all  that  apply). 

Hypertension  (high  blood  pressure) 

Osteoporosis 

Other  caneer  in  addition  to  breast  caneer 

Arthritis 

Depression 

Heart  disease 

Diabetes 

Other  major  condition,  Please  specify:  _ 

16)  When  were  you  diagnosed  with  breast  cancer? 

Less  than  one  year  ago 
1-2  years  ago 
3-5  years  ago 
More  than  5  years  ago 

17)  How  was  your  breast  cancer  first  detected  or  discovered? 

Mammogram 

Breast  examination  in  doctor’s  office  (CBE) 

Self  examination  (BSE) 

My  husband/partner  discovered  it 

Other;  please  specify:  _ 

18)  At  what  stage  was  your  breast  cancer  when  first  diagnosed? 

Stage  I 
Stage  II 
Stage  III 
Stage  IV 
Don’t  know 

19)  Have  you  had  a  recurrence  of  breast  cancer? 

Yes 

No 

Never  was  in  remission 

20)  What  treatments  have  you  undei^one  for  your  breast  cancer?  (Check  all  that  apply). 

Lumpectomy 
Mastectomy 
Radiation  therapy 
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Hormonal  therapy 
Chemotherapy 

Biological  therapy  (vaccine,  Herceptine™) 

Other  therapy;  please  specify:  _ 

Traditional  Chinese  medicine  (herbs  or  acupuncture) 

Other  complementary  or  alternative  medicine;  please  specify:  _ 

No  treatment  at  this  time 
I  don't  know 

21)  How  would  you  describe  your  participation  in  your  medical  care  for  breast  cancer? 

I  have  done  everything  my  doctors  have  advised. 

I  have  done  some  of  what  my  doctors  have  advised. 

I  have  done  none  of  what  my  doctors  have  advised. 

22)  Have  any  of  your  first  degree  relatives  (mother/sister/daughter/aunt)  had  breast  cancer? 

Yes 

No 

23)  Have  any  of  your  first  degree  relatives  (male  or  female  parent/sibling/child)  had  other  types  of 
cancer? 

Yes 

No 

24)  Have  any  of  your  close  friends  ever  had  breast  cancer? 

Yes 

No 

B.  The  following  questions  focuses  on  what  you  know  or  have  personally  experienced 
regarding  breast  cancer  clinical  trials. 

1)  1  have  been  asked  to  participate  in  a  breast  cancer  clinical  trial. 

Yes 

No 

Don't  know 

2)  The  following  best  describes  my  participation  in  a  breast  cancer  clinical  trial: 

I  have  participated  in  a  breast  cancer  clinical  trial  in  the  past. 

I  am  currently  participating  in  a  breast  cancer  clinical  trial. 

I  declined  to  participate  in  a  breast  caneer  clinical  trial. 

I  was  interested  in  a  breast  cancer  clinical  trial  but  was  not  eligible  to  participate. 

I  have  never  been  asked  to  participate  in  a  breast  eancer  clinical  trial. 

3)  My  doctor  would  want  me  to  participate  in  a  breast  cancer  clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

4)  People  1  am  close  to  would  support  my  participation  in  a  breast  cancer  clinical  trial. 
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Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

5)  I  have  a  good  understanding  about  what  it  would  be  like  to  participate  in  a  breast  cancer  cUnical 
trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

6)  I  would  Uke  more  information  about  breast  cancer  clinical  trials  that  are  available  for  women  to 
join. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

7)  My  doctor  would  no  longer  be  making  the  main  decisions  about  my  care  if  I  participate  in  a  breast 
cancer  clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

8)  1  will  have  fewer  choices  regarding  my  care  if  1  participate  in  a  breast  cancer  clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

9)  I  will  have  to  spend  additional  time  having  tests  and  doctors’  visits  if  I  participate  in  a  breast  cancer 
clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

10)  I  will  have  to  spend  more  money  (due  to  transportation,  child  care,  and  lost  income)  if  I  participate 
in  a  breast  cancer  clinical  trial. 

Strongly  disagree  Strongly  agree 

Disagree 

Neither  disagree  nor  agree 
Agree 
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11)  My  insurance  company  will  not  cover  the  cost  of  my  treatment  if  I  participate  in  a  breast  cancer 
clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

12)  My  medical  records  would  be  treated  less  confidentially  if  I  participate  in  a  breast  cancer  clinical 
trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

13)  I  will  receive  more  comprehensive  care  if  I  participate  in  a  breast  cancer  clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

14)  My  standard  treatment  will  be  delayed  if  1  participate  in  a  breast  cancer  clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

15)  If  my  doctor  does  not  suggest  that  I  participate  in  a  breast  cancer  clinical  trial,  taking  part  in  one  is 
probably  not  right  for  me. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

16)  Participation  in  a  breast  cancer  clinical  trial  could  endanger  my  health. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

17)  I  will  have  no  control  over  my  medical  decisions  if  I  participate  in  a  breast  cancer  clinical  trial. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
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18)  Which  factors  are  most  important  to  you  in  considering  whether  or  not  to  participate  in  a  breast 
cancer  clinical  trial?  Choose  all  that  apply. 

The  possibility  of  improving  my  health 

My  doctor  recommending  the  study  to  me 

Being  paid  for  participation 

Believing  in  what  the  researchers  are  investigating 

Not  needing  to  pay  money  to  participate 

Receiving  a  treatment  not  yet  available 

Not  risking  my  health  by  participating 

Not  needing  to  spend  a  lot  of  extra  time 

The  possibility  of  helping  other  women  with  breast  cancer 

Receiving  payment  for  my  participation 

Other;  please  specify:  _ 

Don't  know 

19)  Who  benefits  the  most  from  a  breast  cancer  research  clinical  trial? 

The  patient 

Physicians  treating  women  with  breast  cancer 
The  physician/researcher  conducting  the  clinical  trial 
The  research  institution 
Women  in  general 
No  one  benefits 

20)  How  important  is  research  for  making  progress  in  treating  breast  cancer? 

Very  important 

Somewhat  important 
Not  at  all  important 
Don't  know 

21)  Being  part  of  a  breast  cancer  clinical  trial  would  make  me  feel  that  I  was  actively  participating  in  my 
own  health  care. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  Agree 

22)  What  factors  might  prevent  you  from  participating  in  a  breast  cancer  clinical  trial?  (Choose  all  that 
apply). 

Time  constraints 

Lack  of  child  or  elder  care 

Limited  transportation  options 

Poor  health 

Not  feeling  well 

Coneems  about  extra  or  hidden  expenses 

Language  difiSculties 

Concerns  about  being  hurt  in  the  study 

Concerns  about  confidentiality 

Husband/partner  would  not  support  participation 

Do  not  trust  researchers  to  look  out  for  patients'  well-being 
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Do  not  understand  the  purpose  of  research 
Other;  please  specify:  _ 

23)  Whom  would  you  look  to  most  in  deciding  whether  or  not  to  participate  in  a  breast  cancer  clinical 
trial? 

Self 

Doctor 

Family 

Husband/partner 
The  study  contact  person 
A  second  opinion  doctor 
Religious  leader 

Other;  please  specify:  _ 

24)  What  do  you  think  would  be  the  best  way  to  inform  women  about  breast  cancer  clinical  trials? 
(Select  one). 

Brochures/posters 

Video 

Telephone  calls  to  their  home 

Presentations 

Health  care  providers 

Internet 

Newspapers 

Direct  mail 

Radio/TV 

Other;  please  specify:  _ 

25)  "Randomization"  means  that  participants  are  assigned  by  chance  to  one  of  two  or  more  treatments 
in  a  study.  Neither  study  participants  nor  their  physicians  are  allowed  to  choose  the  treatment. 
Randomization  allows  researchers  to  compare  the  treatments  to  see  which  one  is  better.  If  you  were 
asked  to  join  a  study  with  randomization,  what  would  you  do? 

I  would  join  a  study  with  randomization. 

I  am  not  sure  I  would  join  a  study  with  randomization. 

I  would  not  join  a  study  in  which  I  could  not  choose  my  study  treatment. 

26)  1  would  like  to  know  what  treatment  I  am  signing  up  for  and  therefore  would  not  want  to  be 
randomized. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

C.  “Complementary”  or  “alternative  medicine”  includes  such  treatments  as  herbs,  acupuncture, 
accupressure,  massage,  visualization,  and  other  therapies  that  are  not  always  considered  to 
be  part  of  conventional  treatment.  The  following  questions  relate  to  your  opinions  about 
complementary  or  alternative  therapies. 

1)  Complementary/alternative  medicine  should  be  studied  in  breast  cancer  clinical  trials. 

Strongly  disagree 
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Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

2)  I  would  need  more  information  about  complementaiy/altemative  medicine  before  I  would 
participate  in  a  breast  cancer  clinical  trial  of  complementaiy/altemative  medicine. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 

3)  1  would  not  participate  in  a  randomized  clinical  trial  of  complementary/alternative  medicine. 

Strongly  disagree 
Disagree 

Neither  disagree  nor  agree 
Agree 

Strongly  agree 
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PHYSICIAN  AND  PATIENT  BARRIERS  TO  ENROLLMENT 
ON  BREAST  CANCER  CLINICAL  TRIALS.  D.  Tripathv.  K. 

Patel,  B.  Brown,  N.  Chernyukhin,  H.  Wallace,  F.  Hassin,  A. 
MacMillan.  L.  Esserman.  The  University  of  California  at  San 
Francisco  Cancer  Center,  San  Francisco,  CA  94143 

Fewer  than  3%  of  patients  with  breast  cancer  in  the  U.S.  participate 
in  clinical  trials,  indicating  barriers  to  enrollment  both  on  the  side  of 
care  providers  and  patients.  Patients  with  newly  diagnosed  or 
progressive  breast  cancer  and  physicians  who  provide  care  for 
breast  cancer  in  the  San  Francisco  Bay  Area  responded  to  separ-ate 
surveys  covering  domains  of  trial  awareness,  cost,  convenience, 
risks,  potential  benefits,  and  trials  in  alternative  medicine.  Patients 
felt  extra  time  requirements,  side  effects  of  new  drugs,  and 
reluctance  to  be  randomized  are  major  barriers.  Younger  patients 
had  more  concerns  about  costs.  Worries  about  insurance  coverage 
were  seen  in  lower  income  and  education  groups  and  confidentiality 
was  a  concern  in  married  patients.  White  patients  received  more 
information  on  the  Internet.  Non-white  patients  and  those  citing  a 
religious  preference  trusted  their  doctors  to  make  decisions  about 
triaFs.  English-speaking  patients  were  more  concerned  about  side 
effects  and  efficacy  of  experimental  therapy.  Physicians  identified 
lack  of  trial  information,  patient  inconvenience,  preference  for  one 
treatment  arm,  office  staff  time,  but  not  compromise  on  patient  care 
as  important  barriers.  Younger  physicians  were  more  concerned 
about  toxicides  of  new  agents.  Medical  oncologists  compared  to 
other  specialists  felt  a  greater  restriction  of  eligibility  requirements 
and  were  less  worried  about  side  effects  of  new  agents.  Private 
practice  and  non-academic  physicians  were  more  concerned  about 
stresses  to  patients  and  interference  with  treatment  and  referral 
patterns.  Attitudes  on  trials  in  alternative  medicine  were  generally 
positive,  especially  in  younger  respondents.  Married  and  higher 
income  patients  were  more  concerned  about  negative  perceptions 
from  family  and  physicians  for  participation  in  alternative  medicine 
trials.  Younger  physicians  had  less  concern  about  interference  with 
standard  care  and  loss  of  patient/physician  credibility  with 
participation  in  alternative  trials.  Mechanisms  to  target  and  address 
these  physician  and  patient  barriers  are  needed. 
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enroll  in  clinical  trials 


Background 

Potential  or  Previously  Described  Patient  Barriers 
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Loss  of  patient  to  another  center 
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Community  wide  interventions  that  are  tailored  to 
address  identified  barriers  may  increase  breast  cancer 
trial  enrollment 
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breast  cancer  treatment  -  similar  domains 

•  Targeted  interventions  (education/outreach/literature) 
based  on  survey  results  (years  2-4) 

•  Repeat  survey  and  tracking  of  trial  enrollment  (year  4) 
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-  Quality  of  care 

-Clinical  trials  in  alternative  medicine 


Differential  Barriers  Based 
on  Patient  Characteristics 
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Differential  Barriers  Based 
on  Patient  Characteristics 
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Results 

Physician  Barriers  from  67  Respondents  of  150 
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Trials  in  the  alternative  medicine 


Differential  Barriers  Based 
on  Care  Provider  Characteristics 
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Differential  Barriers  Based 
on  Care  Provider  Characteristics 
Associations  with  Practice  Settina 
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Changes  in  MD  Survey  from  1997  to  2000 

Trend  over  time 
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lower  patients’  credibility 
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Care  providers  in  the  private  settings  are  more  concerned 
about  side  effects,  the  consent  process,  interference  with 
care  and  loss  of  patients 
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development) 

Clinical  trials  network  opportunities  for  community 
oncologists 


Examples  of  “Forum”  Topics 
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-  New  Satellite  Forum  Site  added  to  the  East  Bay  (Alta  Bates,  Summit) 

-  Interactive  Internet  Forum  under  development 


UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 


Appendix  BB 


1 


This  report  summarizes  the  results  of  two  questionnaires  on  patient  attitudes  to  clinical  trials,  a  baseline  questionnaire  given  around 
1997  and  a  follow-up  questionnaire  given  to  a  separate  group  of  patients  around  2000.  Patients  were  asked  to  rank  their  level  of 
agreement  or  disagreement  on  a  5-point  scale.  As  appropriate,  the  answers  to  some  of  the  questions  were  reversed  in  this  analysis  so 
that  a  high  score  always  reflects  an  impediment  to  clinical  trials. 

There  were  only  a  few  questions  where  the  answers  differed  in  the  two  years  (Table#2)  and  of  these  only  question  1  remained 
significant  after  adjusting  for  patient  characteristics. 

There  were  some  significant  correlations  between  answers  and  patient  characteristics,  but  the  very  large  number  of  comparisons 
involved  makes  P  values  uninterpretable. 

Table#l  gives  the  overall  scores,  Table#2  breaks  these  into  the  two  questionnaires  and  gives  P  values  for  differences. 

Table#3  gives  summary  P  values  for  correlations  between  answers  to  the  questionnaire  and  patient  characteristics. 

Table#4  is  an  auxiliary  table  that  shows  which  patient  characteristics  differed  in  the  two  years.  Table#5  gives  details  of  these 
characteristics  by  year. 

Table#6  is  another  auxiliary  table  that  relates  answers  to  questions  to  patient  characteristics. 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Esserman)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table#l  -  Patient  answers 
Overall  responses 


YEAR  Both  years 


1  Means  and  P  value  for  midpoint=3 

1 

1 

1  ANS 

1 - 

1  N  IMEAN  1 

STD 

1TEST=3 

1  MEAN 

1  NOTE  1 

+ - 1 

1  MEAN  1 

1 

* 

1  Question 

1  1 

1 

1  1 

101) 

enough  CT  info 

12501 

2.8  1 

1.4 

10.0204 

1  Disagree | 

102) 

CT  on  Internet 

12401 

2.61 

1.5 

10.0000 

1  Disagree | 

103) 

CT  limits  future  Tx 

1  98  1 

2.51 

1.5 

10.0031 

1  Disagree | 

104) 

Tx  sooner  on  CT 

12061 

2.31 

1.3 

10.0000 

1  Disagree | 

105) 

Can  see  regular  MD 

1207  1 

1.61 

1.0 

10.0000 

1  Disagree | 

106) 

If  no  CT  ref,  then  CT  not  right 

12481 

2.81 

1.5 

10.0526 

1  1 

107) 

MD  may  not  want 

11951 

2.4  1 

1.3 

10.0000 

1  Disagree | 

108) 

unanswered  questions  on  CT 

12291 

2.51 

1.4 

10.0000 

1  Disagree | 

109) 

extra  time  on  tests  and  visits 

12321 

3.91 

1.2 

10.0000 

[Agree  [ 

110) 

spend  transport.,  childcare,  lose 

12201 

3.01 

1.4 

10.4530 

1  1 

111) 

insurance  may  not  cover  CT  cost 

1  901 

2.8  1 

1.5 

10.1097 

1  1 

112) 

more  side  effects 

1 194  1 

3.01 

1.2 

10.6972 

1  1 

113) 

more  stress  on  CT 

12251 

2.81 

1.3 

10.0097 

[ Disagree | 

114) 

CT  a  constant  reminder  of  Brea 

1274  1 

1.8  1 

1.2 

10.0000 

[ Disagree [ 

115) 

Better  Psych,  QOL  on  CT 

11811 

2.91 

1.3 

10.1371 

1  1 

116) 

New  Tx  not  better  than  standard 

12351 

2.4  1 

1.3 

10.0000 

1  Disagree | 

117) 

new  drug  side  effects 

1217  1 

3.31 

1.1 

10.0013 

[Agree  | 

118) 

randomized  treatment  worse  than  re 

12331 

3.61 

1.2 

10.0000 

[Agree  [ 

119) 

Don't  want  to  be  randomized 

12681 

4.31 

1.1 

10.0000 

[Agree  | 

120) 

no  control  on  a  CT 

12341 

2.51 

1.4 

10.0000 

1  Disagree | 

121) 

CT  Loss  of  confidentiality 

1228  1 

3.01 

1.4 

10.7094 

1  1 

122) 

alt.  med.  should  be  studied 

12761 

1.51 

1.0 

10.0000 

1  Disagree | 

123) 

alt.  med.  too  unlcnown 

12491 

2.51 

1.4 

[0.0000 

1  Disagree  j 

124) 

alt.  med.  can't  choose  own  Tx 

1244  1 

3.71 

1.4 

10.0000 

[Agree  [ 

125) 

CT  can  test  alt.  med.  with  reg.  me 

12351 

1.61 

0.9 

10.0000 

[  Disagree [ 

126) 

alt.  med.  limits  future  Tx 

12091 

1.71 

1.0 

10.0000 

[  Disagree [ 

127) 

Bad  MD,  friends  opinion  of  alt  med 

12381 

2.11 

1.3 

10.0000 

[  Disagree  [ 

128) 

English. not  native 

1  831 

1.31 

1.0 

10.0000 

[ Disagree [ 

129) 

English  not  native  (N/A  set  to  1) 

11501 

1.21 

0.8 

10.0000 

[  Disagree [ 

130 

1 1501 

0.01 

0.0 

10.0000 

[  Disagree [ 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table#l  -  Patient  answers 
Overall  responses 


YEAR  Both  years 


1  Percentages 

1 

1 

1 

1 

1 

1 

ANS 

1 

1 

1 

1  1 

ANSWER 

2  13  1 

4  1 

1 

- 1 

5  1 

1 

1 

1 

1 

1  N  [MEAN  1 

STD  1 

PCTN  1 

PCTN  1 

PCTN  1 

PCTN  1 

1 

PCTN  1 

1 

1 

1  Question 

|01)  enough  CT  info 

1  1 
12501 

1 

2.8  1 

1 

1.41 

1 

22%  1 

1 

22%  1 

1 

25%  1 

1 

13%  1 

1 

1 

16%  1 

102) 

CT  on  Internet 

12401 

2.61 

1.51 

33%  1 

19%  1 

18%  1 

12%  1 

15%  1 

103) 

CT  limits  future  Tx 

1  98  1 

2.51 

1.51 

36%  1 

13%  1 

25%  1 

8%1 

16%1 

104) 

Tx  sooner  on  CT 

12061 

2.31 

1.31 

34%  1 

26%  1 

22%  1 

7%| 

9%  1 

105) 

Can  see  regular  MD 

1207  1 

1.61 

1.0  1 

62%  1 

21%  1 

9%  1 

2%  1 

3%  1 

106) 

If  no  CT  ref,  then  CT  not  right 

12481 

2.81 

1.51 

27%  1 

19%  1 

19%  1 

11%  1 

21%| 

107) 

MD  may  not  want 

1  1951 

2.4  1 

1.31 

38%| 

16%  1 

25%  1 

11%  1 

8%| 

108) 

unanswered  questions  on  CT 

12291 

2.51 

1.4  1 

32%  1 

23%  1 

18%  1 

12%  1 

13%  1 

109) 

extra  time  on  tests  and  visits 

12321 

3.91 

1.21 

7%  1 

6%  1 

10%1 

38%  1 

37%  1 

110) 

spend  transport.,  childcare,  lose 

12201 

3.01 

1.4  1 

23%  1 

13%  1 

21%  1 

24%  1 

16%  1 

111) 

insurance  may  not  cover  CT  cost 

1  901 

2.81 

1.51 

32%  1 

12%  1 

15%  1 

23%  1 

16%  1 

112) 

more  side  effects 

1194  1 

3.01 

1.2  1 

11%  1 

22%| 

34%  1 

20%| 

11%  1 

113) 

more  stress  on  CT 

12251 

2.8  1 

1.31 

20%  1 

23%  1 

26%  1 

18%  1 

11%1 

114) 

CT  a  constant  reminder  of  Brea 

12741 

1.8! 

1.21 

58%  1 

18%  1 

11%| 

6%1 

5%  1 

115) 

Better  Psych,  QOL  on  CT 

11811 

2.9! 

1.31 

20%  1 

11%  1 

39%  1 

14%  1 

13%  1 

116) 

New  Tx  not  better  than  standard 

12351 

2.4  1 

1.31 

32%  1 

22%  1 

25%  1 

11%  1 

7%  1 

117) 

new  drug  side  effects 

12171 

3.31 

1.11 

8%  1 

11%  1 

40%| 

21%  1 

17%  1 

118) 

randomized  treatment  worse  than 

re 

12331 

3.61 

1.21 

8%  1 

11%  1 

19%  1 

32%  1 

28%| 

119) 

Don't  want  to  be  randomized 

12681 

4.31 

1.11 

3%  1 

5%  1 

11%  1 

14%1 

64%  1 

120) 

no  control  on  a  CT 

1234  1 

2.51 

1.4  1 

35%  1 

22%  1 

15%  1 

13%  1 

13%  1 

121) 

CT  Loss  of  confidentiality 

12281 

3.01 

1.4  1 

21%  1 

16%| 

24%  1 

19%  1 

18%  1 

122) 

alt.  med.  should  be  studied 

12761 

1.51 

1.01 

69%  1 

13%  1 

11%  1 

1%  1 

2%  1 

123) 

alt.  med.  too  unknown 

12491 

2.51 

1.4  1 

32%  1 

20%  1 

19%  1 

13%  1 

13%  1 

124) 

alt.  med.  can't  choose  own  Tx 

1244  1 

3.71 

1.4  1 

10%  1 

11%  1 

20%1 

18%  1 

39%  1 

125) 

CT  can  test  alt.  med.  with  reg. 

me 

12351 

1.61 

0.9| 

59%  1 

27%  1 

8%  1 

3%  1 

1%I 

126) 

alt.  med.  limits  future  Tx 

12091 

1.71 

1.01 

55%  1 

24%  1 

12%  1 

2%  1 

3%1 

127) 

Bad  MD,  friends  opinion  of  alt 

mec 

12381 

2.11 

1.31 

47%  1 

17%  1 

18%  1 

10%  1 

6%  1 

128) 

English  not  native 

1  831 

1.31 

1.01 

86%  1 

3%1 

3%  1 

.  1 

6%1 

129) 

English  not  native  (N/A  set  to 

1) 

11501 

1.21 

0.8  1 

92%  1 

2%  1 

2%  1 

3%  1 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Esserman)/Pilot  A  (D  Tripathy) 

Patient  Attitudes  to  Clinical  Trials 

Table#2  -  Average  answers  -  significance  of  differences  1997  to  2000 


4 


Mean  score  Number 


Question 

1997 

2000 

P (Year) 

1997 

2000 

P{Yr  adj ) 

QOl 

Suff  Info 

3.21 

2.35 

0.0000 

126 

124 

0.0129 

Q02 

Info  on  Internet 

2.71 

2.43 

0.2241 

118 

122 

Q03 

Limits  Choices 

2.54 

« 

• 

98 

0 

Q04 

Treated  sooner 

2.52 

2.13 

0.1202 

97 

109 

QOS 

Regular  MD 

1.65 

1.63 

0.8278 

101 

106 

Q06 

If  MD  disagrees 

2.61 

2.99 

0.0364 

132 

116 

0.2170 

Q07 

MD  may  not  want 

2.31 

2.40 

0.4842 

98 

97 

Q08 

My  Q's  not  answered 

2.47 

2.56 

0.6898 

120 

109 

Q09 

Extra  time 

3.76 

4.11 

0.0207 

122 

110 

0.5124 

QIO 

More  money 

2.85 

3.09 

0.2265 

110 

110 

Qll 

Insurance  doesn't  cover 

2.80 

. 

90 

0 

Q12 

More  SE 

2.96 

2.97 

0.8866 

96 

98 

Q13 

More  Stress 

2.79 

2.77 

0.9131 

117 

108 

Q14 

Constant  reminder 

1.78 

1.83 

0.2764 

142 

132 

QIS 

QoL/Psych 

2.76 

2.99 

0.1589 

86 

95 

Q16 

New  not  better 

2.56 

2.18 

0.0339 

121 

114 

0.1596 

Q17 

Worse  SE 

3.37 

3.16 

0.1129 

108 

109 

Q18 

Rand  not  as  good 

3.59 

3.64 

0.8888 

118 

115 

Q19 

Don't  want  random 

4.26 

4.37 

0.2178 

137 

131 

Q20 

No  control 

2.47 

2.49 

0.7818 

125  . 

109 

Q21 

Less  confidential 

3.07 

2.88 

0.2966 

120 

108 

Q22 

AM  should  be  studied 

1.53 

1.54 

0.7902 

143 

133 

Q23 

AM  less  known 

2.40 

2.68 

0.0723 

128 

121 

0.3736 

Q24 

Can't  choose  own  AM 

3.51 

3.79 

0.1459 

123 

121 

Q25 

CT  can  test  AM  SE 

1.64 

1.56 

0.7238 

125 

110 

Q26 

AM  limits  future  Tx 

1.69 

1.79 

0.1645 

117 

92 

Q27 

Others'  opinions  of  AM 

2.12 

2.10 

0.7392 

127 

111 

Q28 

English 

1.35 

. 

. 

83 

0 

Q29 

English  (w/o  NA's) 

1.19 

. 

. 

150 

0 

P(Yr  ad j )  is  the  P  value  for  a  difference  between  years  1997  and  2000,  adjusted 
for  ER_OR_PR,  Education,  Family  history  of  breast  cancer  and  Oral  contraceptive  use. 

Questions  3,  11  and  28/29  were  not  asked  in  2000. 

On  any  question  a  high  answers  reflects  an  impediment  to  CT 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Tablets  -  P  values  for  demographics /questions  correlations 
Associations  between  questions  and  demographics 


YEAR  Both  years 


P  values,  association  of  questions 
with  patient  variables 


VN 

EDUCNLEV 


AGE 


STAGE 


N  CHILD 


N  PREG 


P  VALUE 


P  VALUE 


P  VALUE 


P  VALUE 


P  VALUE 


Q 

01)  enough  CT  info 

02)  CT  on  Internet 

03)  CT  limits  future  Tx 

04)  Tx  sooner  on  CT 

05)  Can  see  regular  MD 

06)  If  no  CT  ref,  then  CT  not  righ 

07)  MD  may  not  want 

08)  unanswered  questions  on  CT 

09)  extra  time  on  tests  and  visits 

10)  spend  transport.,  childcare,  1 

11)  insurance  may  not  cover  CT  cos 

12)  more  side  effects 

13)  more  stress  on  CT 

14)  CT  a  constant  reminder  of  Brea 

15)  Better  Psych,  QOL  on  CT 

16)  New  Tx  not  better  than  standar 

17)  new  drug  side  effects 

18)  randomized  treatment  worse  tha 

19)  Don't  want  to  be  randomized 

20)  no  control  on  a  CT 

21)  CT  Loss  of  confidentiality 

22)  alt.  med.  should  be  studied 

23)  alt.  med.  too  unknown 

24)  alt.  med.  can't  choose  own  Tx 

25)  CT  can  test  alt.  med.  with  reg 

26)  alt.  med.  limits  future  Tx 

27)  Bad  MD,  friends  opinion  of  alt 

28)  English  not  native 

29)  English  not  native  (N/A  set  to 


0.0618 

0.0684 

0.0110 

0.0442 


0.0091 


0.0547 

0.0445 


0.0130 


0.0018 

0.0824 


0.0999 

0.0496 

0.0654 

0.0020 


0.0355 


0.0179 


0.0641 


P  values  above  0 . 1  are  not  shown 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essemian)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinieal  Trials 

Table#3  -  P  values  for  demographics /questions  correlations 
Associations  between  questions  and  demographics 


YEAR  Both  years 


|P  values,  association  of  questions] 

Iwith  patient  variables  I 

1  1 

1  1 

i  1 

VN 

1 

.  1 

WHITE  1  MARRIED  1 

CGRAD  1 FH_BR_CA | 

1 

POSTMENP 1 

1 

P_VALUE  IP 

_VALUE  1 

P_VALUE  1 P_ 

VALUE  1 

1 

P_VALUE  1 
_  1 

1 

1 

1 

1 

1  y 

101) 

1 

enough  CT  info  I 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

102) 

CT  on  Internet  1 

1 

0.06691 

1 

1 

0.02921 

103) 

CT  limits  future  Tx  1 

1 

1 

1 

1 

1 

104) 

Tx  sooner  on  CT  I 

1 

1 

0.08351 

1 

1 

105) 

Can  see  regular  MD  I 

0.06601 

1 

1 

1 

1 

106) 

If  no  CT  ref,  then  CT  not  righl 

0.00051 

1 

0.00351 

0.05851 

1 

107) 

MD  may  not  want  1 

1 

1 

1 

1 

1 

108) 

unanswered  questions  on  CT  1 

0.0274  1 

1 

1 

0.02711 

1 

109) 

extra  time  on  tests  and  visits  1 

1 

1 

1 

0.04751 

1 

110) 

spend  transport.,  childcare,  1| 

1 

1 

1 

1 

1 

111) 

insurance  may  not  cover  CT  cos  1 

1 

1 

1 

1 

1 

112) 

more  side  effects  1 

1 

1 

1 

1 

1 

113) 

more  stress  on  CT  1 

1 

0.03601 

1 

1 

1 

114) 

CT  a  constant  reminder  of  Brea  1 

1 

1 

1 

0.00251 

1 

115) 

Better  Psych,  QOL  on  CT  1 

1 

1 

1 

1 

1 

116) 

New  Tx  not  better  than  standarl 

1 

1 

1 

1 

0.05731 

117) 

new  drug  side  effects  I 

1 

1 

1 

1 

0.09601 

118) 

randomized  treatment  worse  tha| 

0.04191 

1 

1 

1 

119) 

Don't  want  to  be  randomized  | 

1 

1 

1 

1 

1 

120) 

no  control  on  a  CT  1 

0.05901 

1 

1 

1 

1 

121) 

CT  Loss  of  confidentiality  1 

1 

0.0181 1 

1 

1 

1 

122) 

alt.  med.  should  be  studied  1 

1 

0.07801 

1 

1 

1 

123) 

alt.  med.  too  unknown  1 

0.04191 

1 

1 

0.00831 

1 

124) 

alt.  med.  can't  choose  own  Tx  1 

0.08911 

1 

1 

1 

1 

125) 

CT  can  test  alt.  med.  with  regl 

1 

1 

1 

1 

1 

126) 

alt.  med.  limits  future  Tx  1 

1 

1 

1 

0.00161 

1 

127) 

Bad  MD,  friends  opinion  of  alt  1 

1 

1 

1 

0.05231 

0.0704  1 

128) 

English  not  native  I 

0.07311 

1 

1 

1 

129) 

English  not  native  (N/A  set  tol 

0.02561 

1 

1 

1 

1 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table#3  -  P  values  for  demographics /questions  correlations 
Associations  between  questions  and  demographics 


YEAR  Both  years 


P  values,  association  of  questions 
with  patient  variables 


VN 


Q 

01) 

02) 

03) 

04) 

05) 

06) 

07) 

08) 

09) 

10) 

11) 

12) 

13) 

14) 

15) 

16) 

17) 

18) 

19) 

20) 
21) 
22) 

23) 

24) 

25) 

26) 

27) 

28) 
29) 


OC  USE 


P  VALUE 


ER 


P  VALUE 


+- 


PR 


-+- 


P  VALUE 


ER  OR  PR 


-+- 


P  VALUE 


ERPRBOTH 


P  VALUE 


enough  CT  info 

CT  on  Internet 

CT  limits  future  Tx 

Tx  sooner  on  CT 

Can  see  regular  MD 

If  no  CT  ref,  then  CT  not  righ 

MD  may  not  want 

unanswered  questions  on  CT 

extra  time  on  tests  and  visits 

spend  transport.,  childcare,  1 

insurance  may  not  cover  CT  cos 

more  side  effects 

more  stress  on  CT 

CT  a  constant  reminder  of  Brea 

Better  Psych,  QOL  on  CT 

New  Tx  not  better  than  standar 

new  drug  side  effects 

randomized  treatment  worse  tha 

Don't  want  to  be  randomized 

no  control  on  a  CT 

CT  Loss  of  confidentiality 

alt.  med.  should  be  studied 

alt.  med.  too  unknown 

alt.  med.  can't  choose  own  Tx 

CT  can  test  alt.  med.  with  reg 

alt.  med.  limits  future  Tx 

Bad  MD,  friends  opinion  of  alt 

English  not  native 

English  not  native  (N/A  set  to 


0.0147 

0.0228 


0.0272 


0.0726 

0.0086 

0.0373 


0.0784 


0.0124 


0.0298 

0.0450 


0.0890 

0.0601 


0.0877 

0.0079 


0.0823 


0.0766 

0.0513 

0.0749 


Answers  to  Questions  QOl  Q02  Q04  QOS  Q22  Q25  have  been  reversed  so  5=impediment  always 
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Table#4  -  P 

values  differences  in 

demographics 

(1997  vs 

2000) 

Mean 

Mean 

N 

N 

Variable 

1997 

2000 

P (Year) 

1997 

2000 

AGE 

Age 

52.86 

53.16 

0.5493 

150 

147 

STAGE 

Stage  Grouping 

1.90 

1.91 

0.6419 

39 

100 

EDUCNLEV 

Educ  level 

4.62 

4.92 

0.0608 

97 

146 

N  CHILD 

#  live  births 

1.54 

1.52 

0.9091 

124 

147 

N_PREG 

#  pregnancies 

2.42 

2.08 

0.5301 

132 

147 

WHITE 

White? 

0.88 

0.81 

0.1030 

133 

145 

MARRIED 

Married? 

0.54 

0.56 

0.7168 

130 

147 

CGRAD 

College  Graduate 

0.62 

0.71 

0.1661 

97 

146 

FH_BR  CA 

FH  of  Breast  Cancer 

0.39 

0.28 

0.0881 

119 

144 

POSTMENP 

Post  Menopausal? 

0.55 

0.58 

0.6882 

93 

145 

OC  USE 

Ever  used  oral  contr. 

?  0.74 

0.63 

0.0922 

96 

144 

ER_OR_PR 

ER+  or  PR+ 

0.61 

0.80 

0.0052 

143 

71 

ERPRBOTH 

ER+  and  PR+ 

0.44 

0.57 

0.1151 

143 

56 

Some  variables  are  ordinal,  use  means  only  to  establish  a  trend 


306 


UCSF  Breast  Care  Center  -  DoD  Grant  (L  Esserman)/Pilot  A  (D  Tripathy) 

Patient  Attitudes  to  Clinical  Trials 
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9 


iAges  of  Respondents 

1 

YEAR 

1 

1 

1 

1 

1 

1  " 
1 

1997  1 

1 

2000  1 

1 

ALL  1 

1 

1  - 

lAge 

1 

1 

.  1 

i 

1 

1 

1 

1 

1 

1 

I 

|<30 

1% 

1 

1 

1%  1 

I 

0%! 

i%i 

1  — 

130-40 

1% 

1 

10%  1 

8%| 

9%| 

1 

140-50 

1% 

1 

32%  1 

29%  1 

30%  1 

I 

150-60 

i% 

1 

34%  1 

36%  i 

35%  1 

1 

1  - - 

1 60-70 

1% 

1 

14%| 

18%! 

1 

16%  1 

1 

170-80 

1% 

1 

5%| 

6%  1 

5%| 

1 

180+ 

1% 

1 

2%  1 

-  1 

1  ^  1 
X  ^  1 

-  1 

1  “  _  - 

|Age 

1  Mean 

1 

52.91 

53.21 

1 

53.01 

1  — -  -  ”  — 

lAge 

IN  Obs 

1 

1501 

1471 

297  1 

1  stage 

1 

YEAR  1 

1 

1 

1 

1 

1 

1  " 

1 

1997  1 

\ 

2000  1 

1 

ALL  1 

1 - - 

1  Stage  Grouping 

i 

1 

1 

1 

1 

1 

1 

1 

1 

1  “  - 

1  In  Situ 

1% 

1 

1 

1 

2%1 

1 

4%| 

3%  1 

1 

1 

1 1 

1% 

1 

25%  1 

41%! 

1 

36%  1 

1 

1 II 

1% 

1 

58%  1 

28%| 

36%  1 

1  *"  - 

1  III 

1% 

1 

5%| 

14%! 

11%  1 

1 

1  IV 

1% 

1 

7%| 

13%  1 

11%  1 

1 

1  Stage 

IN  Obs. 

1 

39! 

100! 

139] 
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1  Marital  status 

1 

YET^  1 

1 

1 

1 

1 

1 

[  " 

1 

1997  1 

! 

2000  1 

1 

ALL  [ 
-  1 

I  . . 

[Married? 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1  - 

[No 

1% 

1 

1 

1 

46%  [ 

1 

43%| 

1 

44%  [ 

1  —  -  “ 

[Yes 

1% 

1 

53%  1 

56%  1 

55%  1 

1 

1 

IN  Obs. 

1 

1301 

1471 

277  1 

1  Ethnicity 

1 

YEAR  1 

1 

1 

1 

1 

1  " 
[ 

1997  1 

1 

2000  1 

! 

ALL  1 
.....  1 

1  ”  - - 

[White? 

1 

1 

1 

1 

1 

1 

1 

I 

1 

1 

[  -  -  . 

[No 

1% 

1 

1 

1 

12%  1 

I 

•  19%! 

1 

15%| 
_  1 

1  •  - . . 

[  Yes 

1% 

1 

87%| 

80%| 

1 

84%  1 

1 

1  .  ••  •• 

[ 

IN  Obs. 

1 

1331 

1451 

1 

278! 

1  Education 

1 

YEAR 

1 

I 

1 

1 

1 

[  ■ 

1 

1997  1 

.  1 

2000  1 

I 

ALL  [ 

[  ~ 

[Educ  level 

1 

1 

I 

I 

1 

1 

1 

1 

1 

1 

1 

I  8th  grade  or 

1  less 

1% 

1 

I 

1 

1 

1 

1 

1%| 

i 

1 

- 1 

1 

1 

0%  1 

1  •  •  . . . 

[Some  high  school 

1% 

1 

5%| 

- 1 

2%  1 

[ 

IHigh  school 

1  graduate 

1% 

1 

1 

1 

1 

12%  1 

1 

15%  1 

1 

13%  1 

1 . 

1  Some  college  or 
i technical 

1% 

1 

1 

1 

1 

19%  1 

1 

14%  1 

1 

16%  1 

[  -  -  -  . - . - . . . 

[College  graduate 

1% 

1 

36%  1 

34%  1 

34%  1 

1 

[Graduate  school 

1% 

1 

25%  1 

36%  1 

32%  1 

1 

[EDUC 

IN  Obs. 

1 

97  1 

1461 

2431 
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1  Number  of  children 

1 

YEAR 

1 

1 

1 

1 

i 

1 

1  ‘ 
1 

1997  1 

1 

2000  1 

1 

ALL  1 

1 

i #  live  births 

1 

1 

_  1 

1 

i 

1 

1 

1 

1 

1  -  - “ 

10 

1% 

1 

1 

1 

33%  1 

29%1 

31%  1 

1  —  — 

11 

1% 

1 

16%| 

19%  1 

17%  1 

1 

1  “  - 
12 

1% 

1 

26%  1 

31%  1 

1 

29%  1 

1  __  -  . 

13 

1% 

1 

13%  1 

13%  1 

13%  1 

1  _ 

14 

1% 

1 

.5%| 

2%1 

4%  1 

1 

15+ 

1% 

1 

4%  1 

3%| 

3%  1 

1 

1#  Children 

1  Mean 

1 

1.51 

1.51 

1.51 

! 

1 #  Children 

IN  Obs. 

1 

124  1 

147  1 

2711 

1  Number  of  pregnancies 

1 

1  « 

YEAR  1 

1 

1 

1 

1 

1 

1 

1 

1997  1 

1 

2000  1 

1 

ALL  1 

1 

1 #  pregnancies 

1 

i 

1 

1 

1 

1 

i 

1 

1  . 

10 

1% 

1 

1 

1 

2^5%  1 

20%  1 

22%  1 

1  “  “•  — 
11 

1% 

1 

13%  1 

17%  1 

15%  1 

1 

1 

12 

1% 

1 

18%  1 

24%| 

21%  1 

1  —  ~  “ 

13 

1% 

1 

16%  1 

19%  1 

17%  1 

1 

14 

1% 

1 

12%  1 

10%  1 

11%  1 

1 " 

15+ 

1% 

1 

13%  1 

8%| 

11%  1 
-  1 

1 

1#  Preg. 

1  Mean 

1 

2.41 

2.11 

1 

2.21 

1  - 

1#  Preg. 

IN  Obs. 

1 

1321 

1471 

2791 
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1 Fam.  History 

1 

YEAR  1 

1 

1 

1 

1  ■ 
1 

1997  1 

1 

2000  1 

1 

ALL  1 
•  1 

1 

1 FH  of  Breast 

1  Cancer 

1 

1 

1 

i 

f 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1  .  ■ 

|No 

1 

1% 

1 

1 

1 

61%  1 

! 

71%| 

1 

66%  1 

1 

1  Yes 

1% 

1 

38%  1 

28%| 

33%  1 

1  . . . . 

1 

IN  Obs. 

1 

1191 

144  1 

2631 

1  Menopausal 

status 

1 

YEAR 

1 

1 

1 

1 

1 

1  ^ 
1 

1997  1 

I 

2000  1 

1 

ALL  1 

1 

[Post  Menopausal?! 

\  1 

1 

1 

1 

1 

1 

1 

1 

1 

|No 

1 

1% 

1 

1 

1 

45%| 

1 

42%| 

1 

43%1 

1  . . .  •• 

1  Yes 

1% 

1 

54%  1 

57%  1 

56%  1 

1 

1 

1 

IN 

Obs . 

1 

931 

1451 

1 

238  1 

[Use  of  oral  contraceptives 

1 

YEAR  1 

1 

1 

1 

1 

I 

1  ■ 
1 

1997  1 

1 

2000  1 

1 

ALL  1 
. . . .  1 

1 . 

lEver  used 

1 contr . ? 

I 

oral  1 

1 

1 

1 

i 

1 

1 

1 

1 

1 
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1 

1 

1 

1 

|No 

1% 

i 

1 

26%  1 

\ 

36%  1 

1 

32%  1 

1 

1  Yes 

1% 

1 

73%  1 

63%  1 

1 

67%  1 

1 

1 

IN 

Obs . 

1 

961 

144  1 

240  1 
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lER 

1 

YEAR 

1 

1 

1 

1 

1 

1  “ 
1 

1997  1 

•  'I 
2000  1 

1 

ALL  1 

1 -  -  - 

|ER 
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1 

. { 

1 

1 

1 

1 

1 

1 

1 . 

1% 

1 

1 

o\o 

CM 

1 

24%  1 

1 

36%  1 

1  ~  ~  — 

1  + 

1 

1% 

1 

57%  1 

75%  1 

63%  1 

1 . . . 

1 

i N  Obs . 

1 

1431 

741 

217  1 

1  PR 

1 

1  - 

YEAR  1 

1 

1 

1 

1 

1 

1 

1 

1997  1 

f 

2000  1 

1 

ALL  1 

i 

1  PR 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 . . . . . 

1% 

1 

1 

1 

52%  i 

1 

37%  1 

1 

48%| 

I 
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1% 

1 

47%| 

62%  1 

51%  i 

1 

1 

IN  Obs. 

1 

1431 

531 

196! 

1  Positive  on 

ER 

or  PR  or  both 

1 

1  . 

YEAR 

1 

1 

1 

I 

1 

1 

1 

1 

1997  1 

. . .  1 

2000  1 

1 

ALL  1 

1 ER+  or  PR+ 

1 
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1 

1 

1 

1 

1 

1 

1  - 

i% 

1 

1 

1 

39%  1 

1 

19%| 

1 

32%  1 
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1% 

1 

60%  1 

80%| 

67%  1 

1 

IN 

Obs . 

1 

1431 

711 

214  1 

1  Positive  on 

ER 

and 

PR 

1 

YEAR  I 

1 

1 

1 

1  ” 
1 

1997  I 

1 

2000  1 

1 

ALL  1 

1 ER+  and  PR+ 

1 

1 

1 

1 

1 

1 

1  - 

1% 

1 

1 

I 

55%  1 

1 

42%| 

1 

52%  1 

1  + 

1% 
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44%| 

57%  1 

47%  1 

1 

IN 

Obs . 
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1431 
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Tablets  -  Average  answers  by  demographics 


YEAR  Both  years 


Age  Differences 


Age 


1  1 

I  1 

1  1 

1  1 
lANSI 

t - + 

1  N  1 

1 

<30  1 
- + 

ANS  1 
- + 

MEANl 

30-1 
40  1 

ANS  1 

MEAN] 

40-1 
50  1 

ANS  1 

MEAN] 

50-1 
60  1, 

ANS  1 

MEAN] 

60-1 
70  1 

ANS  1 

MEANl 

70-1 

80  180+ 

ANS  IANS 

MEAN  1  MEAN 

Question 

1  1 

1 

1 

i 

1 

01) 

enough  CT  info 

12501 

2.7  1 

3.11 

2.8  1 

2.8  1 

2.7  1 

2.5 

2.3 

02) 

CT  on  Internet 

12401 

2.31 

2.8  1 

2.31 

2.51 

2.91 

2.8 

5.0 

03) 

CT  limits  future  Tx 

1  981 

1.01 

3.31 

2.8  1 

2.61 

2.4  1 

1.3 

3.0 

04) 

Tx  sooner  on  CT 

12061 

2.01 

2.31 

2.31 

2.4  1 

2.21 

2.3 

2.0 

05) 

Can  see  regular  MD 

12071 

2.01 

1.61 

1.81 

1.7  1 

1.51 

1.1 

2.0 

06) 

If  no  CT  ref,  then  CT  not  right 

1248  1 

2.01 

2.91 

2.61 

2.61 

3.21 

3.6 

3.0 

07) 

MD  may  not  want 

[1951 

2.51 

3.21 

2.11 

2.31 

2.51 

2.4 

2.3 

08) 

unanswered  questions  on  CT 

|229i 

2.01 

2.61 

2.4  1 

2.51 

2.61 

3.1 

2.3 

09) 

extra  time  on  tests  and  visits 

12321 

4.71 

4.21 

4.01 

4.01 

3.7  1 

3.4 

2.0 

10) 

spend  transport.,  childcare,  lose 

12201 

3.51 

3.51 

2.91 

3.11 

2.51 

2.7 

1.0 

11) 

insurance  may  not  cover  CT  cost 

1  901 

5.01 

3.11 

3.31 

2.4  1 

2.91 

2.0 

4.0 

12) 

more  side  effects 

1 194  1 

3.01 

3.01 

2.81 

3.11 

2.91 

3.0 

1.0 

13) 

more  stress  on  CT 

12251 

2.31 

2.91 

2.8  1 

2.7  1 

2.8  1 

2.8 

1.8 

14) 

CT  a  constant  reminder  of  Brea 

1274  1 

2.01 

1.61 

1.8  1 

1.8  1 

2.01 

1.8 

1.5 

15) 

Better  Psych,  QOL  on  CT 

11811 

2.01 

2.8  1 

2.8  1 

3.01 

2.7  1 

4.3 

2.0 

16) 

New  Tx  not  better  than  standard 

12351 

3.01 

2.31 

2.41 

2.4  1 

2.51 

2.5 

1.7 

17) 

new  drug  side  effects 

12171 

3.31 

3.01 

3.21 

3.4  1 

3.31 

3.4 

3.0 

18) 

randomized  treatment  worse  than  re 

12331 

4.01 

3.7  1 

3.61 

3.61 

3.51 

4.0 

4.0 

19) 

Don't  want  to  be  randomized 

12681 

5.01 

4.01 

4.31 

4.4  1 

4.11 

4.8 

5.0 

20) 

no  control  on  a  CT 

12341 

2.01 

2.31 

2.51 

2.61 

2.4  1 

2.0 

3.7 

21) 

CT  Loss  of  confidentiality 

12281 

4.01 

2.71 

3.01 

3.01 

2.91 

3.4 

2.3 

22) 

alt.  med.  should  be  studied 

12761 

1.71 

1.51 

1.4  1 

1.51 

1.71 

1.7 

2.3 

23) 

alt.  med.  too  unlcnown 

[2491 

3.71 

2.2  1 

2.4  1 

2.51 

2.7  1 

3.3 

5.0 

24) 

alt.  med.  can't  choose  own  Tx 

1244  1 

3.71 

3.51 

3.51 

3.7  1 

3.8  1 

3.7 

4.5 

25) 

CT  can  test  alt.  med.  with  reg.  me 

12351 

2.7  1 

1.61 

1.61 

1.51 

1.8  1 

1.4 

3.5 

26) 

alt.  med.  limits  future  Tx 

12091 

2.01 

1.91 

1.61 

1.7  1 

2.01 

1.3 

2.7 

27) 

Bad  MD,  friends  opinion  of  alt  med 

1238  1 

2.31 

2.01 

2.-0  1 

2.01 

2.5| 

2.3 

3.0 

28) 

English  not  native 

1  831 

1.01 

1.21 

1.21 

2.31 

1.0 

3.0 

29) 

English  not  native  (N/A  set  to  1) 

1 1501 

1.01 

1.01 

1.11 

1.11 

1.7  1 

1.0 

2.0 

30 

1 1501 

0.01 

0.01 

0.01 

0.01 

0.01 

0.0 

0.0 

Answers  to  Questions  QOl  Q02  Q04  QOS  Q22  Q25  have  been  reversed  so  5=impediment  always 
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YEAR  Both  years 


1  Ethnic  Group 

1 

1 

1 

1 

1 

1 

1 

1 

1 . . .  .  .  . .  . 

1  1 

1  1 
!  1 

1  1 

1  1 
lANSI 

1 - + 

1  N  1 

Asi-  1 
an  1 

ANS  1 
- + 

MEANl 

Ethnic  Group 

1  |His-l 

Bla- 1 Whi- 1  pan- | 
ck  1  te  1  ic  1 

ANS  IANS  IANS  | 

MEAN  1  MEAN  |  MEAN  ] 

1 

- 1 

1  1 
0th- 1  Mis- 1 
er  Isingl 

ANS  IANS  1 

MEAN  1  MEAN | 

j.  1 

1 

1  Question 

1  1 

1 

1 

1 

1 

101) 

enough  CT  info 

12461 

2.31 

2.91 

2.8 

3.11 

3.5 

2.8  1 

102) 

CT  on  Internet 

1237  1 

3.11 

2.81 

2.5 

2.2| 

1.5 

2.11 

103) 

CT  limits  future  Tx 

1  941 

1.71 

2.4  1 

2.6 

1.01 

. 

3.01 

104) 

Tx  sooner  on  CT 

12031 

2.61 

2.01 

2.3 

1.8  1 

3.0 

2.2  1 

105) 

Can  see  regular  MD 

12051 

1.7  1 

1.21 

1.7 

1.4  1 

2.0 

1.11 

106) 

If  no  CT  ref,  then  CT  not  right 

1244  1 

3.61 

3.61 

2.6 

3.7  1 

1.0 

3.31 

107) 

MD  may  not  want 

11921 

2.31 

3.11 

2.3 

2.4  1 

2.0 

2.51 

108) 

unanswered  questions  on  CT 

12251 

3.01 

2.91 

2.4 

3.4  1 

1.5 

3,21 

109) 

extra  time  on  tests  and  visits 

12281 

4.11 

3.61 

3.9 

3.01 

4.5 

4.81 

110) 

spend  transport.,  childcare,  lose 

12161 

3.21 

2.81 

3.0 

2.7  1 

4.0 

2.91 

111) 

insurance  may  not  cover  CT  cost 

1  881 

1.51 

2.51 

2.8 

3.0 

3.4  1 

112) 

more  side  effects 

11911 

3.4  1 

3.11 

2.9 

2.8  1 

2.0 

3.4  1 

113) 

more  stress  on  CT 

12211 

3.21 

2.11 

2.8 

3.21 

3.0 

3.01 

114) 

CT  a  constant  reminder  of  Brea 

12711 

2.01 

1.81 

1.8 

1.51 

3.0 

1.61 

115) 

Better  Psych,  QOL  on  CT 

11801 

2.7| 

3.51 

2.9 

2.01 

5.0 

2.81 

116) 

New  Tx,  not  better  than  standard 

12311 

2.11 

2.11 

2.4 

2.31 

2.0 

2.71 

117) 

new  drug  side  effects 

1214  1 

3.01 

2.81 

3.3 

4.4  1 

3.0 

3.7  1 

118) 

randomized  treatment  worse  than  re 

12301 

3.11 

3.11 

3.7 

3.81 

4.0 

3.61 

119) 

Don't  want  to  be  randomized 

1264  1 

4.4  1 

4.7  1 

4.3 

4.51 

5.0 

4.2  1 

120) 

no  control  on  a  CT 

12301 

2.31 

1.4  1 

2.6 

3.01 

2.5 

1.91 

121) 

CT  Loss  of  confidentiality 

1224  1 

2.71 

2.4  1 

3.0 

3.01 

4.0 

2.91 

122) 

alt.  med.  should  be  studied 

1  272  1 

1.51 

1.4  1 

1.6 

1.01 

1.0 

1.31 

123) 

alt.  med.  too  unknown 

12461 

3.21 

2.8  1 

2.4 

2.91 

2.5 

2.4  1 

124) 

alt.  med.  can't  choose  own  Tx 

12401 

3.81 

4.21 

3.6 

4.01 

3.0 

2.8  1 

125) 

CT  can  test  alt.  med.  with  reg.  me 

12321 

1.81 

1.51 

1.6 

2.01 

1.5 

1.5| 

126) 

alt.  med.  limits  future  Tx 

1207  1 

2.01 

1.61 

1.7 

1.51 

1.5 

1.61 

127) 

Bad  MD,  friends  opinion  of  alt  med 

12361 

1.51 

2.51 

2.1 

1.61 

1.0 

2.4  1 

128) 

English  not  native 

1  811 

1.51 

1.01 

1.2 

2.51 

1.0 

1.4  1 

129) 

English  not  native  (N/A  set  to  1) 

11461 

1.31 

1.01 

1.1 

2.51 

1.0 

1.31 

130 

1 1461 

0.01 

0.01 

o 

o 

0.01 

o 

o 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Esserman)/Pilot  A  (D  Tripathy) 

Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


1  WHITE  Group 

1 

1 

1 

1 

1 

1  1 

1  1 

[ANSI 

1 - + 

1  N  1 

White?  1 

- 1 

No  lYes  1 

ANS  IANS  1 

MEAN  1  MEAN  1 

1 

1  Question 

1  1 

1 

1 

1 

101) 

enough  CT  info 

1234  1 

2.71 

2.8  1 

102) 

CT  on  Internet 

1227  1 

2.81 

2.51 

103) 

CT  limits  future  Tx 

1  891 

1.91 

2.61 

104) 

Tx  sooner  on  CT 

1 1951 

2.31 

2.31 

105) 

Can  see  regular  MD 

11941 

1.4  1 

1.7  1 

106) 

If  no  CT  ref,  then  CT  not  right 

12301 

3.61 

2.61 

107) 

MD  may  not  want 

11821 

2.61 

2.31 

108) 

unanswered  questions  on  CT 

12131 

3.01 

2.4  1 

109) 

extra  time  on  tests  and  visits 

12171 

3.71 

3.91 

110) 

spend  transport.,  childcare,  lose 

12051 

2.91 

3.01 

111) 

insurance  may  not  cover  CT  cost 

1  801 

2.31 

2.8  1 

112) 

more  side  effects 

11821 

3.21 

2.91 

113) 

more  stress  on  CT 

12111 

2.81 

2.8  1 

114) 

CT  a  constant  reminder  of  Brea 

1257  1 

1.81 

1.81 

115) 

Better  Psych,  QOL  on  CT 

11711 

2.91 

2.91 

116) 

New  Tx  not  better  than  standard 

12211 

2.21 

2.4  1 

117) 

new  drug  side  effects 

12051 

3.11 

3.31 

118) 

randomized  treatment  worse  than  re 

12191 

3.21 

3.7  1 

119) 

Don't  want  to  be  randomized 

12501 

4.51 

4.31 

120) 

no  control  on  a  CT 

12191 

2.11 

2.61 

121) 

CT  Loss  of  confidentiality 

12131 

2.61 

3.01 

122) 

alt.  med.  should  be  studied 

12581 

1.41 

1.61 

123) 

alt.  med.  too  unknown 

12351 

3.01 

2.4  1 

124) 

alt.  med.  can't  choose  own  Tx 

12281 

4.01 

3.61 

125) 

CT  can  test  alt.  med.  with  reg.  me 

12201 

1.7  1 

1.61 

126) 

alt.  med.  limits  future  Tx 

11961 

1.81 

1.7  1 

127) 

Bad  MD,  friends  opinion  of  alt  med 

12251 

1.91 

2.11 

128) 

English  not  native 

i  731 

1.61 

1.2  1 

129) 

English  not  native  (N/A  set  to  1) 

11331 

1.4  1 

1.11 

130 

11331 

0.01 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


1  Marital  Status 

1 

1 

1 

1 

1 

1 

1  1  Married?  | 

1  1 - 1 

1  1  No  lYes  1 

IANS  IANS  IANS  | 

1  N  1  MEAN  1  MEAN  1 

1 

1 

1  Question 

1 

1 

1 

iOl) 

enough  CT  info 

1232 

2.71 

2.81 

102) 

CT  on  Internet 

1223 

2.81 

2.4  1 

103) 

CT  limits  future  Tx 

1  83 

2.61 

2.51 

104) 

Tx  sooner  on  CT 

1189 

2.5] 

2.2  1 

105) 

Can  see  regular  MD 

1193 

1.71 

1. 6| 

106) 

If  no  CT  ref,  then  CT  not  right 

1229 

2.8  1 

2.8| 

107) 

MD  may  not  want 

1 181 

2.31 

2.31 

108) 

unanswered  questions  on  CT 

1212 

2.61 

2.4  1 

109) 

extra  time  on  tests  and  visits 

1216 

3.91 

4.01 

110) 

spend  transport.,  childcare,  lose 

1208 

2.81 

3.01 

111) 

insurance  may  not  cover  CT  cost 

1  79 

2.81 

2.7  1 

112) 

more  side  effects 

1180 

3.01 

2.91 

113) 

more  stress  on  CT 

1207 

3.01 

2.61 

114) 

CT  a  constant  reminder  of  Brea 

1255 

1.81 

1.81 

115) 

Better  Psych,  QOL  on  CT 

1168 

2.91 

2.91 

116) 

New  Tx  not  better  than  standard 

1219 

2.4  1 

2.31 

117) 

new  drug  side  effects 

1205 

3.4  1 

3.21 

118) 

randomized  treatment  worse  than  re 

1217 

3.61 

3.51 

119) 

Don't  want  to  be  randomized 

1249 

4.4  1 

4.2  1 

120) 

no  control  on  a  CT 

1215 

2.51 

2.51 

121) 

CT  Loss  of  confidentiality 

1209 

3.21 

2.8  1 

122) 

alt.  med.  should  be  studied 

1257 

1.4  1 

1.61 

123) 

alt.  med.  too  unknown 

1229 

2.51 

2.51 

124) 

alt.  med.  can't  choose  own  Tx 

1  226 

3.71 

3.61 

125) 

CT  can  test  alt.  med.  with  reg.  me 

1217 

1.6| 

1.61 

126) 

alt.  med.  limits  future  Tx 

1193 

1.71 

1.7  1 

127) 

Bad  MD,  friends  opinion  of  alt  med 

1220 

2.01 

2.11 

128) 

English  not  native 

1  74 

1.3] 

1.2  1 

129) 

English  not  native  (N/A  set  to  1) 

1130 

1.21 

1.11 

130 

• 

1130 

0.01 

0.01 

Answers  to  Questions  QOl  Q02  Q04  QOS  Q22  Q25  have  been  reversed  so  5=impediment  always 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essemian)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


lAge 

1 

1 

1 

1 

1 

1 

1 

1  I 

1  1 

1  1 

1  1 

1  1 
[ANSI 

1 - + 

1  N  1 

1 

<45  1 

ANS  1 

MEANl 

Age 

45-1  50-1 
50  1  60  1 

ANS  IANS  1 

MEAN  1  MEAN | 

1 

1 

>60  1 

ANS  1 

MEANl 

1  Question 

1  1 

1 

1 

1 

1 

101) 

enough  CT  info 

12501 

2.91 

2.91 

2.8  1 

2.61 

102) 

CT  on  Internet 

12401 

2.51 

2.31 

2.51 

3.01 

103) 

CT  limits  future  Tx 

1  981 

2.81 

2.91 

2.61 

2.11 

104) 

Tx  sooner  on  CT 

12061 

2.31 

2.31 

2.4  1 

2.21 

105) 

Can  see  regular  MD 

1207  1 

1.7  1 

1.8  1 

1.7  1 

1.4  1 

106) 

If  no  CT  ref,  then  CT  not  right 

12481 

2.91 

2.51 

2.61 

3.31 

107) 

MD  may  not  want 

11951 

2.81 

1.91 

2.31 

2.51 

108) 

unanswered  questions  on  CT 

12291 

2.51 

2.51 

2.51 

2.7  1 

109) 

extra  time  on  tests  and  visits 

1232  1 

4.11 

4.01 

4.01 

3.61 

ilO) 

spend  transport.,  childcare,  lose 

12201 

3.51 

2.61 

3.11 

2.51 

111) 

insurance  may  not  cover  CT  cost 

1  901 

3.21 

3.31 

2.4  1 

2.61 

112) 

more  side  effects 

1194  1 

3.11 

2.61 

3.11 

2.8  1 

113) 

more  stress  on  CT 

12251 

2.91 

2.81 

2.7  1 

2.7  1 

114) 

CT  a  constant  reminder  of  Brea 

1274  1 

1.81 

1.71 

1.8  1 

1.91 

115) 

Better  Psych,  QOL  on  CT 

11811 

2.81 

2.71 

3.01 

3.01 

116) 

New  Tx  not  better  than  standard 

12351 

2.4  1 

2.31 

2.4  1 

2.4  1 

117) 

new  drug  side  effects 

12171 

3.11 

3.31 

3.4  1 

3.31 

118) 

randomized  treatment  worse  than 

re 

12331 

3.61 

3.61 

.3.61 

3.61 

119) 

Don’t  want  to  be  randomized 

12681 

4.21 

4.4  1 

4.4  1 

4.31 

120) 

no  control  on  a  CT 

1234  1 

2.61 

2.31 

2.61 

2.4  1 

121) 

CT  Loss  of  confidentiality 

12281 

3.01 

2.91 

3.01 

3.01 

122) 

alt.  med.  should  be  studied 

12761 

1.51 

1.31 

1.51 

1.7  1 

123) 

alt.  med.  too  unknown 

12491 

2.4  1 

2.31 

2.51 

2.91 

124) 

alt.  med.  can't  choose  own  Tx 

12441 

3.4  1 

3.61 

3.7  1 

3.8  1 

125) 

CT  can  test  alt.  med.  with  reg. 

me 

12351 

1.61 

1.61 

1.51 

1.8  1 

126) 

alt.  med.  limits  future  Tx 

12091 

1.7  1 

1.61 

1.7  1 

1.91 

127) 

Bad  MD,  friends  opinion  of  alt 

mec 

12381 

2.11 

1.91 

2.01 

2.51 

128) 

English  not  native 

1  831 

1.11 

1.21 

1.2  1 

2.01 

129) 

English  not  native  (N/A  set  to 

1) 

11501 

1.11 

1.11 

1.11 

1.51 

130 

11501 

0.01 

0.01 

0.01 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essernian)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


1  Post  menopausal 

1 

1 

1 

1 

1 

1 

1 

1 

1  1 

1  1 

1  1 

1  1 

1  1 
lANSI 

1 - + 

1  N  1 

Post  1 

Menopaus- | 
al?  1 

- 1 

No  lYes  1 

ANS  IANS  1 

MEAN  1  MEAN | 

1  . 

1  Question 

1  1 

1 

i 

1 

101) 

enough  CT  info 

12031 

2.7  1 

2.61 

102) 

CT  on  Internet 

1194  1 

2.31 

2.81 

103) 

CT  limits  future  Tx 

1  661 

2.71 

2.51 

104) 

Tx  sooner  on  CT 

1174  1 

2.31 

2.4  1 

i05) 

Can  see  regular  MD 

1 1691 

1.61 

1.61 

106) 

If  no  CT  ref,  then  CT  not  right 

12001 

2.8  1 

2.91 

107) 

MD  may  not  want 

11601 

2.31 

2.51 

108) 

unanswered  questions  on  CT 

1187  1 

2.31 

2.61 

109) 

extra  time  on  tests  and  visits 

11851 

4.01 

3.91 

110) 

spend  transport.,  childcare,  lose 

11801 

3.11 

2.8  1 

111) 

insurance  may  not  cover  CT  cost 

1  601 

2.7  1 

2.51 

112) 

more  side  effects 

1157  1 

2.81 

3.01 

113) 

more  stress  on  CT 

1 1831 

2.81 

2.91 

114) 

CT  a  constant  reminder  of  Brea 

12191 

1.81 

1.81 

115) 

Better  Psych,  QOL  on  CT 

1 1511 

2.91 

3.01 

116) 

New  Tx  not  better  than  standard 

11881 

2.21 

2.61 

117) 

new  drug  side  effects 

11771 

3.11 

3.4  1 

118) 

randomized  treatment  worse  than  re 

1188  1 

3.51 

3.7  1 

119) 

Don't  want  to  be  randomized 

12161 

4.31 

4.4  1 

120) 

no  control  on  a  CT 

11871 

2.4  1 

2.61 

121) 

CT  Loss  of  confidentiality 

1 1811 

2.91 

3.11 

122) 

alt.  med.  should  be  studied 

12211 

1.51 

1.61 

123) 

alt.  med.  too  unlcnown 

1 1991 

2.51 

2.71 

124) 

alt.  med.  can't  choose  own  Tx 

1 1991 

3.81 

3.7  1 

125) 

CT  can  test  alt.  med.  with  reg.  me 

11901 

1.51 

1.61 

126) 

alt.  med.  limits  future  Tx 

11651 

1.71 

1.8  1 

127) 

Bad  MD,  friends  opinion  of  alt  mec 

1 1891 

1.91 

2.31 

128) 

English  not  native 

1  551 

1.31 

1.61 

129) 

English  not  native  (N/A  set  to  1) 

1  931 

1.11 

1.4  1 

130 

1  931 

0.01 

0.01 
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UCSF  Breast  Care  Center  r  DoD  Grant  (L  Essemian)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


1  Educational  level  attained 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1  1  Educ  level  I 

1  1 - 1 

1  1  1  |Col-|Gra-| 

1  1  No  1  Some! lege  1  d.  | 

1  1  col- 1  col- 1 gra- 1 sch- 1 

1  liege  I  lege  1  d.  | ool  1 

IANS  IANS  IANS  | ANS  | ANS  | 

1  N  1  MEAN  1  MEAN  1  MEAN  1  MEAN  1 

1 

1 

T 

r  1 

1  Question 

1 

1 

1 

101) 

enough  CT  info 

1206 

2.81 

3.1 

2.9 

2.4  1 

102) 

CT  on  Internet 

1201 

2.51 

2.7 

2.6 

2.4  1 

i03) 

CT  limits  future  Tx 

1  64 

2.01 

2.9 

2.5 

2.8  1 

104) 

Tx  sooner  on  CT 

1 170 

1.91 

2.3 

2.6 

2.31 

105) 

Can  see  regular  MD 

1169 

1.61 

1.6 

1.7 

1.7  1 

106) 

If  no  CT  ref,  then  CT  not  right 

1195 

3.4  1 

3.2 

2.8 

2.4  1 

107) 

MD  may  not  want 

1 163 

2.4  1 

2.4 

2.5 

2.31 

108) 

unanswered  questions  on  CT 

1 187 

2.91 

2.1 

2.5 

2.51 

109) 

extra  time  on  tests  and  visits 

1 185 

3.81 

3.6 

4,0 

4.21 

110) 

spend  transport.,  childcare 

,  lose 

1 182 

3.11 

3.1 

3.1 

3.0  1 

111) 

insurance  may  not  cover  CT 

cost 

1  59 

2.61 

2.7 

3.0 

2.91 

112) 

more  side  effects 

1155 

2.91 

2.8 

3.3 

2.8  1 

113) 

more  stress  on  CT 

1182 

2.71 

2.8 

2.9 

2.61 

114) 

CT  a  constant  reminder  of  Brea 

1224 

2.11 

1.7 

2.0 

1.61 

115) 

Better  Psych,  QOL  on  CT 

1152 

3.21 

2.7 

2.8 

3.11 

116) 

New  Tx  not  better  than  standard 

1 192 

2.4  1 

2.5 

2.2 

2.21 

117) 

new  drug  side  effects 

1 176 

3.01 

3.5 

3.4 

3.21 

118) 

randomized  treatment  worse 

than 

re 

1189 

3.31 

3.4 

3.8 

3.61 

119) 

Don't  want  to  be  randomized 

1221 

4.01 

4.3 

4.4 

4 .4  1 

120) 

no  control  on  a  CT 

1192 

2.4  1 

3.1 

2.4 

2.4  1 

121) 

CT  Loss  of  confidentiality 

1184 

3.01 

3.2 

3.0 

2.91 

122) 

alt.  med.  should  be  studied 

1226 

1.4  1 

1.6 

1.6 

1.61 

123) 

alt.  med.  too  unknown 

1203 

2.91 

2.5 

2.5 

2.4  1 

124) 

alt.  med.  can't  choose  own 

Tx 

1197 

3.61 

3.9 

3.6 

3.61 

125) 

CT  can  test  alt.  med.  with 

reg. 

me 

1 192 

1.8  1 

1.6 

KO 

t — 1 

1.51 

126) 

alt.  med.  limits  future  Tx 

1 167 

2.01 

1.7 

00 

1.61 

127) 

Bad  MD,  friends  opinion  of 

alt 

med 

1 193 

2.31 

2.5 

2.0 

2.0  1 

128) 

English  not  native 

1  54 

1.61 

1.0 

1.2 

1.51 

129) 

English  not  native  (N/A  set 

to 

1) 

1  97 

1.4  1 

1.0 

1.1 

1.21 

130 

1  97 

0.01 

0.0 

0.0 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essemian)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table#6  -  Average  answers  by  demographics 


YEAR  Both  years 


i stage 

1 

1 

1 

1 

1 

1 

1  1 

1  1 

1  1 

1  1 

1  1 
[ANSI 

1  N  1 

Stage 

In  1  1 

Situl  I  1 

ANS  IANS  1 

MEAN  1  MEAN  1 

Grouping 

1  1 
II  IIII  1 

ANS  IANS  1 

MEAN  1  MEAN | 

1 

1 

IV  1 

ANS  1 

MEAN] 

1 

1  Question 

1  1 

I 

1 

1 

1 

101) 

enough  CT  info 

11181 

2.3 

2.7  1 

2.61 

2.51 

2.4  1 

102) 

CT  on  Internet 

11221 

2.0 

2.51 

2.91 

2.61 

2.11 

103) 

CT  limits  future  Tx 

1  261 

5.0 

2.7  1 

2.21 

3.01 

1.01 

104) 

Tx  sooner  on  CT 

1 1031 

3.0 

2.11 

2.7  1 

2.2  1 

2.01 

105) 

Can  see  regular  MD 

1  97  1 

1.6 

1.91 

1.8  1 

1.31 

1.2| 

106) 

If  no  CT  ref,  then  CT  not  right 

11161 

2.0 

3.2  1 

2.51 

2.61 

2.7  1 

107) 

MD  may  not  want 

1  991 

3.8 

2.4  1 

2.4  1 

2.7  1 

1.91 

108) 

unanswered  questions  on  CT 

11121 

3.8 

2.71 

2.8  1 

3.11 

1.91 

109) 

extra  time  on  tests  and  visits 

illll 

4.3 

3.81 

4.01 

4.51 

4.31 

110) 

spend  transport.,  childcare,  lose 

|107| 

2.8 

3.2  1 

3.11 

3.2  1 

3.31 

111) 

insurance  may  not  cover  CT  cost 

1  231 

. 

2.31 

3.31 

2.01 

112) 

more  side  effects 

[1011 

2.3 

3.21 

3.01 

3.11 

2.91 

113) 

more  stress  on  CT 

1 1051 

2.0 

2.91 

2.91 

2.7  1 

2.4  1 

114) 

CT  a  constant  reminder  of  Brea 

11281 

1.6 

1.8  1 

1.91 

1.7  1 

1.31 

115) 

Better  Psych,  QOL  on  CT 

1  901 

4.0 

3.01 

2.7  1 

3.71 

2.8  1 

116) 

New  Tx  not  better  than  standard 

IllOl 

3.0 

2.01 

2.21 

2.61 

1.91 

117) 

new  drug  side  effects 

11051 

3.4 

3.11 

3.31 

3.2  1 

2.31 

118) 

randomized  treatment  worse  than  re 

Illll 

4.4 

3.51 

3.7| 

3.51 

3.01 

119) 

Don't  want  to  be  randomized 

1 124  1 

3.8 

4.4  1 

4.21 

4.4  1 

3.91 

120) 

no  control  on  a  CT 

1 1091 

3.0 

2.61 

2.61 

2.01 

1.7  1 

121) 

CT  Loss  of  confidentiality 

11051 

2.8 

2.8  1 

2.81 

2.4  1 

3.51 

122) 

alt.  med.  should  be  studied 

11311 

1.4 

1.7  1 

1.51 

1.61 

1.11 

123) 

alt.  med.  too  unlcnown 

11151 

2.8 

2.71 

2.31 

2.51 

1.91 

124) 

alt.  med.  can't  choose  own  Tx 

11131 

4.5 

3.91 

3.61 

3.61 

2.8  1 

125) 

CT  can  test  alt.  med.  with  reg.  me 

11131 

1.3 

1.61 

1.7  1 

2.01 

1.7  1 

126) 

alt.  med.  limits  future  Tx 

1  951 

1.5 

1.8  1 

1.91 

2.31 

1.51 

127) 

Bad  MD,  friends  opinion  of  alt  med 

11171 

2.4 

2.31 

2.01 

2.11 

1.91 

128) 

English  not  native 

1  151 

• 

2.0  1 

1.4  1 

1.01 

.  1 

129) 

English  not  native  (N/A  set  to  1) 

1  391 

1.0 

1.4  1 

1.21 

1.01 

l.Oi 

130 

1  391 

0.0 

0.01 

0.01 

0.01 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essemian)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


Family  history  of  Br  Ca 


FH  of 
Breast 
Cancer 


ANS 


No 

ANS 


Yes 

ANS 


1  N  1 

MEANl 

MEAN 

Question 

01)  enough  CT  info 

1  1 
12211 

1 

2.71 

2.9 

02) 

CT  on  Internet 

1214  1 

2.4  1 

2.7 

03) 

CT  limits  future  Tx 

1  791 

2.61 

FO 

00 

04) 

Tx  sooner  on  CT 

11811 

2.31 

2.4 

05) 

Can  see  regular  MD 

11831 

1.7  1 

1.6 

06) 

If  no  CT  ref,  then  CT  not  right 

12181 

2.91 

2.5 

07) 

MD  may  not  want 

11761 

2.4  1 

2.2 

08) 

unanswered  questions  on  CT 

12061 

2.71 

2.2 

09) 

extra  time  on  tests  and  visits 

12031 

4.11 

3.7 

10) 

spend  transport.,  childcare,  lose 

1 1961 

3.01 

3.0 

11) 

insurance  may  not  cover  CT  cost 

1  701 

3.01 

2.5 

12) 

more  side  effects 

1174  1 

3.11 

2.8 

13) 

more  stress  on  CT 

11991 

2.91 

2.6 

14) 

CT  a  constant  reminder  of  Brea 

12431 

2.01 

1.5 

15) 

Better  Psych,  QOL  on  CT 

11581 

3.01 

2.7 

16) 

New  Tx  not  better  than  standard 

12081 

2.31 

2.4 

17) 

new  drug  side  effects 

11921 

3.2] 

3.5 

18) 

randomized  treatment  worse  than 

re 

12061 

3.61 

3.5 

19) 

Don't  want  to  be  randomized 

12391 

4.31 

4.3 

20) 

no  control  on  a  CT 

12111 

2.61 

2.3 

21) 

CT  Loss  of  confidentiality 

1 1991 

3.01 

2.9 

22) 

alt.  med.  should  be  studied 

12421 

1.61 

1.6 

23) 

alt.  med.  too  unknown 

12211 

2.81 

2.3 

24) 

alt.  med.  can't  choose  own  Tx 

12181 

3.61 

3.7 

25) 

CT  can  test  alt.  med.  with  reg. 

me 

12111 

1.61 

1.6 

26) 

alt.  med.  limits  future  Tx 

1 184  1 

2.01 

1.5 

27) 

Bad  MD,  friends  opinion  of  alt 

mec 

12111 

2.3] 

1.9 

28) 

English  not  native 

1  651 

1.4  1 

1.2 

29) 

English  not  native  (N/A  set  to 

1) 

1 1191 

1.21 

1.1 

30 

11191 

0.01 

0.0 

Answers  to  Questions  QOl  Q02  Q04  QOS  Q22  Q25  have  been  reversed  so  5=impediment  always 


320 


23 


UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


|ER 

1 

1 

1 

1 

1 

1 

status 

1  1 

1  1 

1  1 

1  1 
[ANSI 

1 - + 

1  N  1 

ER  1 

- 1 

-  1  +  1 

ANS  IANS  1 

MEAN  1  MEAN | 

1  1 

} 

[Question 

1  1 

1 

1 

101) 

enough  CT  info 

11891 

3.1] 

2.91 

102) 

CT  on  Internet 

1177  1 

2.61 

2.71 

103) 

CT  limits  future  Tx 

1  94  1 

2.51 

2.61 

104) 

Tx  sooner  on  CT 

11481 

2.31 

2.4  1 

105) 

Can  see  regular  MD 

1154  1 

1.61 

1.7  1 

106) 

If  no  CT  ref,  then  CT  not  right 

11901 

2.81 

2.61 

107) 

MD  may  not  want 

11501 

2.4  1 

2.31 

108) 

unanswered  questions  on  CT 

1174  1 

2.91 

2.31 

109) 

extra  time  on  tests  and  visits 

11781 

3.91 

3.91 

110) 

spend  transport.,  childcare,  lose  |160| 

3.21 

2.9! 

111) 

insurance  may  not  cover  CT  cost 

1  87| 

2.7| 

2.91 

112) 

more  side  effects 

11491 

3.0] 

3.01 

113) 

more  stress  on  CT 

11661 

2.71 

2.91 

114) 

CT  a  constant  reminder  of  Brea 

1204  1 

1.81 

1.7  1 

115) 

Better  Psych,  QOL  on  CT 

11311 

2.91 

2.81 

116) 

New  Tx  not  better  than  standard 

11751 

2.3] 

2.4  1 

117) 

new  drug  side  effects 

11601 

3.4  1 

3.21 

118) 

randomized  treatment  worse  than 

re  11701 

3.7| 

3.51 

119) 

Don't  want  to  be  randomized 

11971 

4.31 

4.31 

120) 

no  control  on  a  CT 

1174  1 

2.31 

2.51 

121) 

CT  Loss  of  confidentiality 

11691 

3.11 

2.91 

122) 

alt.  med.  should  be  studied 

12061 

1.4  1 

1.61 

123) 

alt.  med.  too  unknown 

11861 

2.31 

2.4  1 

124) 

alt.  med.  can't  choose  own  Tx 

11761 

3.61 

3.51 

125) 

CT  can  test  alt.  med.  with  reg. 

me  11791 

1.61 

1.6] 

126) 

alt.  med.  limits  future  Tx 

11621 

1.81 

1.6] 

127) 

Bad  MD,  friends  opinion  of  alt 

med 1 1831 

2.01 

2.01 

128) 

English  not  native 

1  791 

1.31 

1.31 

129) 

English  not  native  (N/A  set  to 

1)  11431 

1.21 

1.21 

130 

11431 

0.01 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


1  PR 

1 

1 

1 

1 

1 

1 

status 

1  1 

1  1 

1  1 

1  1 
lANSI 

1 - + 

1  N  1 

PR  1 

- 1 

-1+1 

ANS  IANS  1 

MEAN  1  MEAN  1 

_L  \ 

1 

1  Question 

1  1 

1 

1 

1 

101) 

enough  CT  info 

11691 

3.01 

2.91 

102) 

CT  on  Internet 

11591 

2.61 

2.61 

103) 

CT  limits  future  Tx 

1  94  1 

2.51 

2.51 

104) 

Tx  sooner  on  CT 

1  1321 

2.4  1 

2.51 

105) 

Can  see  regular  MD 

11391 

1.71 

1.61 

106) 

If  no  CT  ref,  then  CT  not  right 

1 1711 

2.91 

2.4  1 

107) 

MD  may  not  want 

11321 

2.51 

2.21 

108) 

unanswered  questions  on  CT 

1157  1 

2.81 

2.4  1 

109) 

extra  time  on  tests  and  visits 

11621 

3.81 

4.01 

110) 

spend  transport.,  childcare,  lose 

11431 

3.01 

3.01 

111) 

insurance  may  not  cover  CT  cost 

1  87  1 

2.71 

2.91 

112) 

more  side  effects 

1 1331 

3.01 

3.01 

113) 

more  stress  on  CT 

11511 

2.7  1 

3.01 

114) 

CT  a  constant  reminder  of  Brea 

11841 

1.81 

1.81 

115) 

Better  Psych,  QOL  on  CT 

11181 

2.91 

2.7  1 

116) 

New  Tx  not  better  than  standard 

11551 

2.31 

2.51 

117) 

new  drug  side  effects 

11421 

3.41 

3.11 

118) 

randomized  treatment  worse  than  re 

11531 

3.91 

3.4  1 

119) 

Don't  want  to  be  randomized 

1 1781 

4.21 

4.4  1 

120) 

no  control  on  a  CT 

11571 

2.31 

2.61 

121) 

CT  Loss  of  confidentiality 

1 154  1 

2.91 

3.01 

122) 

alt.  med.  should  be  studied 

1 1861 

1.51 

1.51 

123) 

alt.  med.  too  unknown 

11661 

2.4  1 

2.31 

124) 

alt.  med.  can't  choose  own  Tx 

1 161 1 

3.51 

3.6| 

125) 

CT  can  test  alt.  med.  with  reg.  me 

1 162  1 

1.6] 

I.6I 

126) 

alt.  med.  limits  future  Tx 

1 144  1 

1.71 

1.7  1 

127) 

Bad  MD,  friends  opinion  of  alt  med 

11631 

2.01 

2.11 

128) 

English  not  native 

1  791 

1.31 

1.31 

129) 

English  not  native  (N/A  set  to  1) 

1 1431 

1.2| 

1.21 

130 

11431 

0.01 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Esserman)/Pilot  A  (D  Tripathy) 
Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


1  Either  ER  or  PR 

1 

1 

1 

1 

1 

1 

1 

1  1 

1  1 

1  1 

1  1 

1  1 

I  ANSI 

i - + 

I  N  1 

ER+  or  1 
PR+  1 

- 1 

-1+1 

ANS  IANS  1 

MEAN  1  MEAN | 

_L  1 

1  Question 

1  1 

1 

1 

101) 

enough  CT  info 

11861 

3.11 

2.91 

102) 

CT  on  Internet 

1174  1 

2.7| 

2.7  1 

i03) 

CT  limits  future  Tx 

1  94  1 

2.61 

2.51 

104) 

Tx  sooner  on  CT 

11451 

2.4  1 

2.4  1 

105) 

Can  see  regular  MD 

11511 

1.7| 

1.71 

106) 

If  no  CT  ref,  then  CT  not  right 

1187  1 

2.9| 

2.51 

107) 

MD  may  not  want 

11471 

2.5! 

2.31 

108) 

unanswered  questions  on  CT 

11711 

3.01 

2.31 

109) 

extra  time  on  tests  and  visits 

11751 

4.01 

3.91 

110) 

spend  transport.,  childcare,  lose  1 157 1 

3.21 

2.91 

111) 

insurance  may  not  cover  CT  cost 

i  87  1 

2.61 

2.91 

112) 

more  side  effects 

11461 

3.2] 

2.91 

113) 

more  stress  on  CT 

11631 

2.8  1 

2.91 

114) 

CT  a  constant  reminder  of  Brea 

12011 

1.91 

1.7  1 

115) 

Better  Psych,  QOL  on  CT 

11291 

2.91 

2.8  1 

116) 

New  Tx  not  better  than  standard 

11731 

2.2| 

2.4  1 

117) 

new  drug  side  effects 

11571 

3.51 

3.2  1 

118) 

randomized  treatment  worse  than 

re  1167  1 

3.91 

3.51 

119) 

Don't  want  to  be  randomized 

1194  1 

4.31 

4.31 

120) 

no  control  on  a  CT 

11711 

2.31 

2.51 

121) 

CT  Loss  of  confidentiality 

11681 

3.01 

2.91 

122) 

alt.  med.  should  be  studied 

12031 

1.4  1 

1.61 

123) 

alt.  med.  too  unknown 

1 1831 

2.3| 

2.31 

124) 

alt.  med.  can't  choose  own  Tx 

11731 

3.61 

3.61 

125) 

CT  can  test  alt.  med.  with  reg. 

me  11761 

1.6| 

1.61 

126) 

alt.  med.  limits  future  Tx 

11591 

1.7  1 

1.7  1 

127) 

Bad  MD,  friends  opinion  of  alt 

med| 180 | 

2.01 

2.01 

128) 

English  not  native 

1  791 

1.31 

1.31 

129) 

English  not  native  (N/A  set  to 

1)  11431 

1.2| 

1.2  1 

130 

11431 

0.0| 

0.01 
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UCSF  Breast  Care  Center  -  DoD  Grant  (L  Essennan)/Pilot  A  (D  Tripathy) 

Patient  Attitudes  to  Clinical  Trials 

Table# 6  -  Average  answers  by  demographics 


YEAR  Both  years 


IBoth  ER  and  PR 

1 

1 

1 

1 

1 

1 

1 

1  1  ER+  and  | 

1  1  PR+  1 

1  1 - 1 

1  1  -  1  +  1 

IANS  IANS  IANS  | 

1  N  1  MEAN  1  MEAN! 

1 

1 

1  Question 

1  1 

1 

1 

101) 

enough  CT  info 

1 172  1 

3.01 

2.91 

102) 

CT  on  Internet 

11621 

2.61 

2.61 

103) 

CT  limits  future  Tx 

1  94  1 

2.51 

2.61 

104) 

Tx  sooner  on  CT 

11351 

2.31 

2.51 

105) 

Can  see  regular  MD 

11421 

1.71 

1.61 

106) 

If  no  CT  ref,  then  CT  not  right 

11741 

2.81 

2.4  1 

107) 

MD  may  not  want 

11351 

2.4  1 

2.2  1 

108) 

unanswered  questions  on  CT 

11601 

2.81 

2.31 

109) 

extra  time  on  tests  and  visits 

11651 

3.81 

4.11 

110) 

spend  transport.,  childcare,  lose 

11461 

2.91 

3.01 

111) 

insurance  may  not  cover  CT  cost 

1  87  1 

2.71 

2.9] 

112) 

more  side  effects 

1136] 

3.01 

3.01 

113) 

more  stress  on  CT 

1154  1 

2.71 

3.11 

114) 

CT  a  constant  reminder  of  Brea 

11871 

1.81 

1.81 

115) 

Better  Psych,  QOL  on  CT 

11201 

2.91 

2.7  1 

116) 

New  Tx  not  better  than  standard 

11571 

2.41 

2.4  1 

117) 

new  drug  side  effects 

11451 

3.41 

3.11 

118) 

randomized  treatment  worse  than  re 

11561 

3.8  1 

3.51 

119) 

Don't  want  to  be  randomized 

11811 

4.21 

4.4  1 

120) 

no  control  on  a  CT 

11601 

2.31 

2.61 

121) 

CT  Loss  of  confidentiality 

11551 

2.91 

2.91 

122) 

alt.  med.  should  be  studied 

11891 

1.51 

1.51 

123) 

alt.  med.  too  unknown 

11691 

2.31 

2.3] 

124) 

alt.  med.  can't  choose  own  Tx 

1164  1 

3.51 

3.61 

125) 

CT  can  test  alt.  med.  with  reg.  me 

11651 

1.61 

1.61 

126) 

alt.  med.  limits  future  Tx 

11471 

1.71 

1.61 

127) 

Bad  MD,  friends  opinion  of  alt  med 

11661 

2.01 

2.01 

128) 

English  not  native 

1  791 

1.31 

1.31 

129) 

English  not  native  (N/A  set  to  1) 

11431 

1.21 

1.21 

130 

11431 

0.01 

0.01 
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Our  group  sponsors  monthly  Bay  Area  Breast  Cancer  Forums.  These  forums 
are  held  the  second  Wednesday  every  month,  from  6-8pm  In  the  3rd  floor 
conference  room  of  the  UCSF  Comprehensive  Cancer  Center  at  1600 
Divisadero  Street,  San  Francisco. 

Below  are  the  minutes  from  the  monthly  gathering  of  health  care  providers, 
researchers,  patients,  patient  advocates,  and  families  on  current  issues 
relating  to  clinical  trials. 


2001 

January 

Making  Surgery  as  Easv,  Effective  and  Informative  as 
Possible 

February 

Oualitv  of  Life  After  Breast  Cancer:  How  Do  We 

Measure  It  and  Use  the  Information  Effectively? 

March 

Mammograms:  Is  a  Picture  Worth  a  Thousand  Words? 

April 

When  and  Why  is  Radiation  Therapy  Helpful? 

May 

The  Latest  on  Tamoxifen  and  Cther  Hormone 

Therapies 

June 

Demvstifving  Genetic  Risk  and  Hormone  Influences  in 
Breast  Cancer 

2000 

January 

Makino  Decisions  in  the  Face  of  Uncertaintv 

March 

Studies  in  Stage  III  Breast  Cancer:  What  Can  We 

Learn  About  Bioloov  and  Prognosis 

April 

Treating  Metastatic  Breast  Cancer:  A  Philosophical 
Approach 

May 

Inteoratino  Research  and  Individual  Patient 

Preferences  into  Cotimal  Decision-Makino  for  Breast 
Cancer  Treatment 

June 

ASCC  2000:  What's  New  in  Breast  Cancer  Research  & 
Involving  Patients  in  Decision  Makino:  A  Collaborative 
Care  Model 

October 

The  Internet:  Friend  or  Foe? 

November 

Therapy  After  Surgery:  Can  We  Change  Fate?  Results 
of  the  NCI  Consensus  Conference 

December 

What's  New  in  Breast  Cancer  Research:  Commentary 
on  the  San  Antonio  Breast  Cancer  Symposium,  2000 

1999 

January 

February 

April 

May 

June 

October 

November 


Analyzing  the  Traditional  Chinese  Model  of  Care  for 
Breast  Cancer 

What  if  I  Have  a  Recurrence?  A  Revisionist  Approach 
to  the  Treatment  of  Breast  Cancer 

Watchful  Waiting  or  Serial  Scanning:  Which  is  Better 
Surveillance  for  Early  Stage  Breast  Cancer? 

Lymph  Node  Status:  Do  We  Really  Want  to  Know? 

Safe  or  Toxic:  What  Are  the  Short  and  Long  Term 
Effects  of  Chemotherapy  and  Tamoxifen? 

Lifestyle  Choices:How  Much  Does  it  Matter? 

Breast  Nipple  Aspirate  Analysis:  A  Window  to  Breast 
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December 


1998 

January 

February 

March 

April 

May 

June 

October 

November 

December 


1997 

January 

February 

March 

April 

May 

June 

September 

October 

November 

November 

December 


Cells,  Risk  of  Cancer  and  Response  to  Preventive 
Measures 

What's  New  in  Breast  Cancer  Research:  Summary  and 
Commentary  on  the  San  Antonio  Meeting 


Determining  Inherited  Breast  Cancer  Risk 

What's  the  Latest  in  Anti-Angiogenesis  Therapy  for 
Breast  Cancer? 

Molecular  Decision-Making  and  Therapy:  The 
HER2/neu  Example 

Tissue  Research:  Hopes  and  Concerns.  How  to  Read 
Your  Path  Report. 

What  is  Quality  Care?  A  Patient's  Perspectiye 
Integratiye  Medicine  for  Breast  Cancer 

Adjuyant  Therapy  for  Early  Breast  Cancer: 
Indiyidualizing  Decisions 

Treatment  Old  and  New:  What  Works  and  What 
Doesn't 

Beating  the  Odds  of  Breast  Cancer:  The  Role  of 
Research 


How  to  Choose  and  prioritize 

Making  Decisions  About  Experimental  Therapies 

Exploring  Alternatiye  and  Complementary  Medicine 

10  Coping  Mechanisms 

The  Future  of  Science  and  Technology 

Developing  the  Role  of  the  Patient  Navigator 

The  Patient  Navigator  System 

Overcoming  Barriers  to  Information  and  Access 

The  Relevance  of  Optimal  Communication 

The  Second  Meeting  in  November 

The  Yin  and  Yang  of  Estrogens  and  Antiestrogens 
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^  QinicalUials 

^  Basic  JU^EafcIi 

^  Patient  Perspectives 

'CsJ''  Breast  Cancer  E&rtnn 

Clinical  Triats 
/slews  [ester 

^  Patient  QwesriOnnaiT® 
Other  BesoUTces 


Clinical  Trials  Newsletter 


We  publish  a  regular  newsletter  focusing  on  clinical  trials  and  relevant 
research  for  individuals,  families,  and  friends  of  those  living  with  breast 
cancer.  Look  for  our  newsletter  to  cover  the  following  topics: 

■  The  current  status  of  research  and  clinical  trials  -  perspectives  from 
patients  and  advocates,  physicians  and  scientific  investigators. 

■  Barriers  to  clinical  trials  enrollment  -  perceptions  of  patients  and 
caregivers. 


^  Glos&airy 


Promising  directions  in  science  and  technology  for  new  therapies 
(vaccines/immunological  approaches,  growth  factor  targeting,  anti¬ 
angiogenesis  drugs,  gene  therapy,  and  others). 


■  New  discoveries  in  causes  of  cancer,  prevention,  and  screening. 


■  Research  in  genetic  counseling  and  testing  for  inherited  cancer  ask. 


■  Alternative  and  complimentary  medicine  -  current  practices  and 
opportunities  for  better  understanding  through  clinical  research. 

■  Psychological  and  social  support. 

■  Proposed  mechanisms  for  improving  information  on  clinical  trials  and 
access  to  participation. 


■  Addressing  underrepresented  populations  and  underserved  areas  of 
investigation. 


■  Summaries  of  focus  groups  and  forums  held  by  our  group  on  diverse 
topics. 


Back  To  Top 

2001 


February 

March 

April 

May 

June 

July 


Novel  Vaccine  Study  Opens  at  UCSF 

Cancer  Patients  Not  Keen  to  be  Test  Subjects 

New  Breast  Cancer  Trial  Starting 

New  Clinical  Trial:  The  Soy-Tamoxifen  Prevention  Trial 

Gene  Sequence  May  Protect  Against  Breast  Cancer 

Bone  Density  May  Signal  Breast  Cancer  Risk 


2000 

January 

February 

March 

May 


Alternate  Therapies  Used  by  Women  with  Breast  Cancer  in 
Four  Ethnic  Populations 

Serious  Scientific  Misconduct  Alleged  in  Clinical  Trial  of 
High-Dose  Chemo  Plus  Bone  Marrow  Transplant 

UCSF  Part  of  Major  Breast  Cancer  Prevention  Study 
Cancer  Trial  Costs  Similar  to  Standard  Care  Costs 


September  Breast  Cancer  Complementary  Support  Program  Opens 
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October 

November 

December 


1999 

January 

February 

March 

April 

May 

June 

October 


1998 

February 

March 

April 

May 

August 

October 

November 

Back  To  Top 


Onyx  015  has  Broad  Application  for  Treatment  of  Cancer 
Cancer  Risk  Program  Available  at  UCSF 
A  New  Clinical  Trial  for  Women  with  Metastatic  Breast  Cancer 


San  Antonio  Breast  Cancer  Symposium  Update.  1998 

Chemotherapy  and  Heat  Combined  to  Better  Target  Chest 
Wall  Lesions  in  Breast  Cancer 

Detecting  Breast  Cancer  Cells  in  the  Blood  and  Marrow:  Which 
Technology  is  Better? 

Preview  of  Five  Studies  to  Be  Presented  at  ASCO  in  May. 

1999 

Breast  Cancer  Vaccine  Trial  Opens  at  UCSF 

Psychosocial  Trial  Continues  Recruitment  at  UCSF 

UCSF  Breast  Cancer  Expert  Coliaborates  with  Dalai 
Lama's  Doctor  in  Tibetan  Medicine  Study 


Concerns  and  Hopes  for  Tissue  Research 

Alternative  and  Complementary  Medicine  Moves  Forward  at 
Mount  Zion 

Genetic  Aspects  of  Cancer:  Is  Testing  in  Your  Future? 

Breast  Center  Explores  Lifestyle  Intervention  in  Research  Trial 
ASCO  Meeting 

FDA  Offers  Fast-Track  Approval  to  Herceptin 

Can  Chinese  Herbs  Reduce  the  Side  Effects  of  Chemotherapy 
for  Breast  Cancer? 
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List  of  Personnel 

DOD  Grant  DAMD  17-96-1-6260 

Aubry,  Wade  M 
Aviv,  Caryn  S 
Berger,  Kelly 
Boone,  lllistine 
Brady,  Alison 
Brown,  Beth  Ann 
□old,  Kristin  H 
Esserman,  Laura 
Forsberg,  Kelly 
Goodson,  William 
Haas,  Jennifer 
Hamolsky,  Deborah 
Hassin,  Fern 
Hendricks,  Leslie 
Hylton,  Donald 
Jaffe,  Deborah 
Kaplan,  Celia  P 
Kronenwetter,  Carol 
Lamping,  Stephanie 
Leong,  Stanley 
Lin,  Richard 
Ljung,  Britt-Marie 
Mcmillan,  Alex 
Medan,  Joan  P 
Metzroth,  Lauren 
Paris,  Sarah 
Pasch,  Lauri  A 
Patel,  Kiran  A 


Patel,  Priti  N 
Rugo,  Hope  S 
Sanders,  Carrie 
Schoff,  Charles 
Schweitzer,  Wendy 
Stehli,  Annmarie 
Tripathy,  Debasish 
Wallace,  Hope 
Zhang, John  X 
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REPLY  TO 
ATTENTION  OF: 


DEPARTMENT  OF  THE  ARMY 

us  ARMY  MEDICAL  RESEARCH  AND  MATERIEL  COMMAND 
504  SCOTT  STREET 

FORT  DETRICK,  MARYLAND  21702-5012 


MCMR-RMI-S  (70-ly) 


26  Aug  02 


MEMORANDUM  FOR  Administrator,  Defense  Technical  Information 
Center  (DTIC-OCA) ,  8725  John  J.  Kingman  Road,  Fort  Belvoir, 
VA  22060-6218 

SUBJECT:  Request  Change  in  Distribution  Statement 


1.  The  U.S.  Army  Medical  Research  and  Materiel  Command  has 
reexamined  the  need  for  the  limitation  assigned  to  technical 
reports  written  for  this  Command.  Request  the  limited 
distribution  statement  for  the  enclosed  accession  numbers  be 
changed  to  "Approved  for  public  release;  distribution  unlimited. 
These  reports  should  be  released  to  the  National  Technical 
Information  Service. 

2.  Point  of  contact  for  this  request  is  Ms.  Kristin  Morrow  at 
DSN  343-7327  or  by  e-mail  at  Kristin.Morrow@det.amedd.army.mil. 

FOR  THE  COMMANDER: 


PHYLISI^M.  RINEHART 
Deputy  Chief  of  Staff  for 
Information  Management 


End 
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